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UNI TED STATES OF AMERI CA
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ADVI SORY COMM TTEE ON THE MEDI CAL
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The Advi sory Conmittee nmet at the Nucl ear
Regul at ory Conmmi ssion, Two Wiite Flint North, T2B3,
11545 Rockville Pike, Rockville, Mryland, at 8:00
a.m, Mnuel Cerqueira, Chairman, presiding.
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P-ROGEEDI-NGS
(8:12 a.m)

MR. HI CKEY: Good nor ni ng.

PARTI Cl PANTS:  Good nor ni ng.

MR H CKEY: While we're waiting for Dr.
Cerqueira, |1'mgoing on the record to nmake the fornal
announcenents of the neeting.

"' m John Hickey, Chief of the Material
Saf ety Branch for NRC.

This is an open neeting of the Advisory
Committee on Medical Uses of |[sotopes. It's a
transcribed meeting, and it's being conducted in
accordance with the Federal Advisory Conmttee Act.

And we'll go off the record until Dr.
Cerqueira gets here, and we'll begin the di scussi ons.

(Wher eupon, the foregoing matter went off

the record at 8:13 a.m and went back on

the record at 8:15 a. m)

CHAI RVAN CERQUEIRA: 1'd li ke to wel come
everybody, and | guess we have sort of a followup
di scussion from the Comm ssion briefing yesterday.
|'"d also like to sort of reiterate the policy that
we' ve adopted in the past for these neetings. 1'd
really like to generate action itens.

I n going through the material for today's
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neeting, there's quite a bit of m ssing stuff there,
and 1'd like to avoid that in future nmeetings. What
we really needtodoisidentify actionitens fromthe
di scussi ons, and then have cl ear follow up.

And | think the discussion we had
yest erday about nmking notions, taking a vote on
something if we need to, which makes it a little bit
nore formal, and then | think as Dr. WIIianson
request ed, perhaps sort of for the record getting sone
witing back from the NRC staff Comm ssioners on
specificitens that the Conm ttee has brought to their
attention just procedurally, | think, would be very
i mportant to do that.

And at some point during the day,
hopeful | y before open discussion, but | think there
were two i ssues that cane up yesterday that we really
need to sort of go forward with, and that's the issue
related to the health physicist and the authorized
medi cal physicist, radiationsafety officers, interns
of trying to resolve sone of these issues.

If it's, indeed, going to take a new
rul emaking, thenit's better toinitiate the process
now rather than waiting, and at some point 1'd
actually like to forma subconm ttee that woul d | ook

into these issues and then try to nove it forward,
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working with the staff and t he Conm ssionerstotryto
identify the nobst expedient way to get the problem
resol ved.

| think it would be very inportant to do
t hat .

As a result of yesterday's discussions
al so with sonme of you, sone of you have close flights
time-wise to catch, and we'll try to keep the agenda
novi ng as much as possi ble, and | certainly don't want
to cut anybody of f during the di scussi ons, but | think
if people will sort of bear with ne, if we're saying
the same thing or people are perhaps taking too | ong
to get tothe point, I will sort of take the Chair's
initiative and try to keep things noving.

DR. DI AMOND: Wbul d you | i ke us to suggest
as afirst notion today that we actually take a for nal
vote that as a policy we go and generate a |ist of
action itens for the result of our discussions, and
that at the conclusion of that neeting each of those
action itens generates a witten response fromthe
staff?

CHAI RMAN CERQUEI RA: | think that's a good
i dea. Do we have a second on that?

M5. WAGNER SCHWARZ: | second.

CHAI RVAN  CERQUEI RA: Ckay. Any
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di scussi on? John?

MR. HICKEY: If | could just state, the

staff has no objectionto that. In fact, that is our
intent, that any resolution or action itemwll| be
responded to in witing and we'll do it in a formt

that, as Dr. Nag suggested, that a separate response
provi de responses just toresolutions and actionitens
so that you don't have to wade through a |arger
docunment to provide those.

CHAI RVAN CERQUEI RA:  And | will attenpt to
work with Angela WIlianmson to try to nake these
poi nts, you know, basically so that we capture it, but
| think if we nmake the notions, vote on it, she'll
have all of the wording that's appropriate for it, and
that wll sort of trigger what itens we need specific

responses to.

Jeffrey?
DR. WLLIAVSON: Well, | was just goingto
ask: is there a mechanismfor sonmebody to go through

the transcript and identify all of these itens? |
believe that's been a problemin the past.

MR. HI CKEY: Well, | think the answer to
that is yes, but in terns of resources, | think it's
better to make sure we identify them during the

neeting. It's a problemfor, you know, one person or
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two persons to characterize what, infact, constitutes
an actionitemafter the fact. It's better, | think,
i f we address that during the neeting.

CHAI RVAN CERQUEI RA: Wl |, again, | think
if we end up taking a formal vote onit, that clearly
is anitem and if there are other things that we're
di scussi ng and people feel that they want foll ow up,
| think it would be appropriate at the concl usi on of
t he di scussi on to nmake a notion and take a formal vote
on it.

That woul d make it very clear-cut for both
the Commttee as well as the NRC staff.

MR. HICKEY: Yes. |If there is a vote,
there's no question, but also if the Chairnman and I
as designated official, just announce at the end of
the discussion that we agree this is an action item
that also will be docunented for the record.

CHAl RVAN CERQUEI RA:  Sur e.

Agai n, jeffrey.

DR. WLLIAVSON: Is it necessary to maybe
appoi nt sonebody as a recording secretary to make a
list during the neeting of these itens? It sounds
| i ke what you're proposing now.

CHAI RMVAN CERQUEI RA: Sonmebody from the

Conmittee, Jeffrey?
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DR W LLI AVSON: Not necessarily. It

coul d be sonebody fromthe staff.

CHAI RVAN CERQUEI RA:  Per haps Angel a coul d.

MR. HI CKEY: We al ready have a contractor
maki ng notes and a transcriber. W already have two
peopl e tracking the neeting. W' ve found that's an
adequat e nechanism and in fact, we have a nmeno from
the early 2001 neeting that responded to all of the
itens that were brought up in that neeting.

So we feel we have adequate tracking of
this. Aslongasit's clearly stated in the neeting,
it wll be followed up on.

CHAI RVAN CERQUEI RA:  Wel I, then perhaps
it's nmy fault that | didn't sort of try to enforce
that for this neeting, but | just didn't get the
feeling that we' ve got specific action itens that we
need to get out.

| think the other thing that's inportant
is the mnutes of the neeting. | think all of us
shoul d | ook at those things ahead of tine, and it's
i mportant to get it out | would say at a m ni num of
two weeks before the neetings. |Is that a reasonable
time?

Ral ph.

MR. LIETG | would just say all of that
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is pretty nmuch laid out in the bylaws of the
Conmittee. We can just foll ow what our byl aws state,
and | think that has the tinme lines and everything
l'i ke that.

| think what John is suggesting is nore
t han adequate for support.

CHAI RVAN CERQUEI RA: Okay. That sounds
like it's a reasonabl e pl an.

Any other followup from the Committee
fromthe neeting with the Conm ssioners yesterday?

MR.  HI CKEY: If I could just add, M.
Chairman, | also believe there was an inportant
di scussi on on the anount of tineit's goingto taketo
i mpl enent therule and if there's a six nonth deadline
specified, the NRC staff needs to nmke sure the
gui dance is conpleted well in advance of that six
nont h deadl i ne.

There were several di scussions of concern
about that issue.

DR. DIAMOND: |1'd also like to state that
| believe the frequency of last neeting with the
Conmi ssioners in October 1999, | believe, was overdue
and we should make a policy to do it nore frequently
than that, perhaps on an annual basis, and in an

effort to aid w th schedul i ng, perhaps we should go in
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next year's Comm ssion briefing as soon as possi bl e so
that we can best coordinate it.

CHAI RVAN CERQUEI RA:  That's a good poi nt.

But getting back totheinitial discussion
with the guidance docunents, | think this is
sufficiently inportant as we identified wth
debriefing yesterday. l"d sort of like to get a
formal notion that gui dance docunments be conpleted in
a timely fashion.

And you know, | asked the Conm ssioners
woul d it be possible, but I think the Comm ttee shoul d
goonrecord officially as saying that it's inportant
to get the gui dance docunments out, you know, prior to
t he i npl enentati on and conme up with a reasonable tine
peri od.

DR. NAG Yes, | make a notion that the
gui dance docunent be at |east three nonths ahead of
t he i npl enent ati on, at | east three nonths and not j ust
a few days.

CHAl RVAN  CERQUEI RA: So, John, a
suggesti on has been made and a notion has been put
forward that -- do we have a second on the notion
just procedurally?

M5. WAGNER SCHWARZ:  Second.

CHAI RVAN CERQUEI RA: kay, and so for
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di scussi ons.

You know, with Dr. Nag's notion, is three
nont hs realistic?

MR. HI CKEY: Well, what | want to suggest
is we hold the vote until the nine o' cl ock agenda i tem
where we' re going to be tal ki ng about the i ssuance of
NUREG 1556, Vol une 9, which is the gui dance.

CHAI RVAN CERQUEI RA:  Ckay. | shoul d have
known that, but | didn't.

So, Dr. Nag, do --

DR NAG | will hold it.

CHAl RVAN CERQUEI RA: Okay. So we'll --

DR WLLIAMSON: M. Chairman.

CHAl RVAN CERQUEI RA:  Yes.

DR. WLLI AMSON: Could we vote? W have
to vote on Dr. Dianond's notion, whichis still on the
t abl e.

CHAI RVAN CERQUEI RA: That's true. W did.

DR. WLLIAMSON: So could we repeat the
notion, what it is?

CHAI RVAN CERQUEI RA:  Ckay.

DR DIAMOND: As Action Item No. 2,
t he Advi sory Conmi ttee recommends t hat annual neeti ngs
be held to brief --

MS. McBURNEY: |t was the other one. W
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haven't even voted on the first one.

DR. DI AMOND: Oh, | thought we took a
formal vote on it.

MS. McBURNEY:  No.

DR DIAMOND: |'msorry. Action [tem
No. 1, the Advisory Conmittee recommends that during
the course of each neeting a list of action itens be
gener at ed expressing the wi shes and the i ntent of the
Commttee, and that these action itens generate a
witten and pronpt response fromthe staff so as to
denonstrate their feelings on the matter.

CHAI RVAN CERQUEI RA:  Ckay. | guess we've
sort of all agreed to it, but perhaps a notion.

So a notion has been made, was seconded.
There has been di scussion. Any further discussion?

(No response.)

CHAI RMAN CERQUEI RA:  If not, | call for a
vote. Al in favor.

(Chorus of ayes.)

CHAI RVAN CERQUEI RA: Opposed?

(No response.)

CHAI RVAN CERQUEI RA:  No abstentions, and
so, John, this will clearly be an action item

And then we have still on the table the

noti on regardi ng t he gui dance docunent. So we'l| sort
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of defer that until after the discussion at nine
o' cl ock by Susan Frant.

DR. DI AMOND: And that would bring us to
Action ltem No. 2, which was that the Advisory
Conmittee recommend t hat annual briefings be heldw th
t he Conmm ssioners to update themwi th the activities
of this Conmttee, and that the Advisory Conmittee
suggest that this date be schedul ed as far in advance
as possible so as to best facilitate the scheduling of
t hat neeti ng.

CHAI RVAN CERQUEI RA: Do we have a second
on that?

Second. Okay. Discussion? Jeffrey.

DR. WLLIAMSON: | think that is covered
in our bylaws, that we have an annual briefing with
the Conm ssion. |Is that not so?

CHAlI RVAN CERQUEI RA:  Yeah, | think Ral ph's
point is avalid one. The procedure is there, and it
was i ncluded in the book this time, and so basically
what we need to do is basically just get sort of
conpliance with the byl aws.

| guess the one issue that does come up
David, interns of scheduling and appoi ntnment with the
Conmi ssioners, it's hard to predict the schedule. |

think an attenpt has to be made to have all five
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Conmi ssioners present, and soit's hard to figure out
schedul es, you know.

Ayear in advance may be di fficult, but at
| east if we sort of, you know, try to get it as cl ose
as possible, that's reasonabl e.

MR. HI CKEY: Well, Dr. D anond said as far
i n advance as possible, which | think is reasonabl e.
| don't think it will be done a year in advance, and
if it is, it would be subject to change, but six
nonths in advance certainly at |least can be
tentatively schedul ed.

CHAI RVAN CERQUEI RA:  Al'l right. Dr. Nag
and then Jeffrey.

DR NAG Vel l, one thing. |  nmean
ultimately we should |ike to have the neetingwith all
t he Commi ssioners, but if it fails, at the very | east,
we shoul d have one Commi ssioner invited to the ACMU
nmeet i ng. One of the things that when we were
informal | y di scussing withthe Comm ssioners after the
nmeeting that we have a neeting, we have no problemif
one of us cones to a neeting and at |east be a
representative.

So if a neeting cannot be held within
reason, then we can do it by having a neeting with a,

one or nore, Conmi SSioners.
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CHAI RVAN CERQUEI RA: | just would like to

get clarification. | think in the past when we've
brought up that possibility, there is some rule for
governnment conmittees, that we have to neet with all
five Comm ssioners. John, aml hallucinating on that?

MR.  HI CKEY: | would have to check on
t hat .

CHAI RVAN CERQUEI RA: Is there anybody
fromthe staff?

MR. HI CKEY: Qur attorneys are here, but
| don't know. | can check during a break to see.

DR VETTER  Manny?

CHAl RVAN CERQUEI RA:  Yes

DR. VETTER | al so received the nmessage
that Dr. Nag just reflected. One of the Comm ssioners
mentioned to nme that if at any time we would like to
visit with one of them we are freeto invite themto
cone and neet with us as part of the neeting.

Now, that's not an official meeting with
the Comm ssioners. That's inviting one of the
Conmi ssioners to cone here to discuss an issue.

CHAI RVAN CERQUEI RA:  Ckay. | think that
woul d be appropriate, and perhaps, you know, John, if
we coul d get counsel to give us sone information on

this.
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MR H CKEY: W could include that.

CHAI RVAN CERQUEI RA: On what the rules
are.

MR. HI CKEY: Yeah, | m ght be able to get
you an answer today, but if not, we could include that
in the response to the resol ution.

CHAI RVAN CERQUEI RA: Okay. But thisis an
action item Hopefully by the end of the day, and if
not by the end of the day, we shoul d probably capture
it.

Do we want to nmake a nmotion on this,
Davi d?

DR.  VETTER David already nmade the
not i on.

CHAI RVAN CERQUEI RA: Oh, he nmade the
notion. There was a notion.

Ckay. Just in terns of the nmeeting.
Vel |, but there's several portion of it. One is the
nmeeting with the Conm ssioners annually, but then
there was the additional itemin ternms of infrequent
nmeeti ngs.

Okay. Al right. So do we take a vote on
the formal notion? W did to neet wth the
Commi ssi oners, yes, and we didn't vote on it.

PARTI Cl PANTS:  No.
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CHAI RVAN CERQUEI RA: Okay. Any further

di scussi on?

(No response.)

CHAI RVAN CERQUEI RA:  And why don't vyou
restate your notion?

DR DI AMOND:  Sure.

CHAl RVAN CERQUEI RA: And | think what
Ral ph is going to say is it's in the procedure, but
it's just not being enforced, but | think this wll at
| east identify it as something that needs to be
addr essed.

DR. DIAMOND: 1'Ill try and restate then.
Action |Item No. 2, for the sake of the
transcriptionist, would be that the Advisory
Committee, in accordance with its byl aws, requested
t hat an annual neeting be held with the Comm ssi oners
so as to update them on the activities of this
Commttee, and that this neeting be schedul ed as far
in advance as possible so as to facilitate this
nmeet i ng.

Shoul d the Conmm ssioner not be able to
hol d this neeting, the Advisory Conmittee may invite
as their guests to one of these neetings the
Conmi ssioners to attend for informal discussions.

CHAI RVAN CERQUEI RA: Ckay. Shall we get
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a second on that?

DR, DI AMOND: Do you want to -- wasn't
that the sense? The sense was that we would try and
doit in accordance with the bylaws. |f that were not

possi bl e, that we would invite individual nmenbers to

attend. |Is that the sense that | had?

M5. McBURNEY: Well, | think we can do
that anyway. | nmean in addition to a formal neeting,
we can.

CHAI RVAN CERQUEI RA: Invite them for

specific issues that --

M5. McBURNEY: If it's not possible.

DR. DI AMOND: Ckay.

DR. WLLI AMSON: | woul d propose anendi ng
it and deleting the clause --

CHAI RMVAN CERQUEI RA:  We don't have John
Graham who is so great at naking --

DR WLLIAMSON: Well, we do our best.

M5. McBURNEY: That's right.

DR, WLLI AMSON: | would suggest an
amendnment that we drop the second provision of the
notion, which suggests we could substitute a fornmal
briefingwithaninformal visit. | don't think that's
appropri ate.

DR. DI AMOND: GCkay. Wuld you like nme to
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restate it again with that anmendnent?

DR. NAG But then what happens in the
situation where all of us m ght not neet and where we
never hold any neeting at all?

DR. WLLIAVMSON: We'Ill just put pressure
on the staff to -- you know, | don't think that al
five of them have to be there. VWhat is the | egal
requirenment, three or four of themto hold a fornmal
bri efing?

MR HI CKEY: Three.

DR. WLLIAVSON: Three. So | think we
have to be satisfied with that m nimum but | believe
there's alegally quite different status according to
a briefing than an informal visit, and we shoul d t ake
advant age of the formal briefing.

CHAI RMAN CERQUEI RA:  So | guess i n essence
what we're saying is that, you know, we need to
reinforce that there should be a briefing between the
ACMJI Conmmittee and the Conm ssioners on an annual
basis as stated in the byl aws.

Is that the essence of what we're --

DR. DI AMOND:  Yes.

DR W LLI AMSON:  Yes.

CHAI RVAN CERQUEI RA: So, David, do you

want to make that your notion?
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DR. DI AMOND: Sure. All right. Anended

Action Item No. 2 wuld be the Advisory
Committee in accordance with its bylaws requests to
hol d an annual briefing with the Comm ssioners so as
to update themwi th the Commttee's activities.

In addition to this formal neeting with
t he Comm ssioners --

CHAl RVAN CERQUEI RA: Let's maybe take a
vote on the formal neeting.

DR DI AVOND:  Ckay.

CHAI RMVAN CERQUEI RA: Okay. A second on

t hat ?
Second. Any further discussion on this?
(No response.)
CHAl RVAN CERQUEI RA:  If not, we'll take a
vote. Al in favor?

(Chorus of ayes.)

CHAI RVAN CERQUEI RA: Opposed?

(No response.)

CHAI RVAN CERQUEI RA:  Anyone abst ai ni ng?

(No response.)

CHAI RVAN CERQUEI RA:  Ckay. So we have
that formal notion, and then --

DR. DIAMOND: And then Action I|tem

No. 3 would be in addition to this annual
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Conmi ssi oner briefing, the Advisory Conmttee wi shes

to, fromtine to time, invite individual nenbers of

the Commi ssion to join us for this neeting, period.
Jef f?

CHAI RVAN CERQUEI RA: Could we have a

second?
DR WLLIAMSON: That's not a notion.
CHAI RVAN CERQUEI RA: Wl --
DR. DIAMOND: |I'mtrying to -- it has to
be an informal neeting. It cannot be -- it's not a

Conmi ssion briefing, of course.

M5. McBURNEY: But we can do that without
a notion.

DR. WLLI AMSON: We can do that wi thout a
not i on.

CHAI RMVAN CERQUEI RA: Vell, the reason
we're doing the notion is to try to capture it.
Unless there's sone other mechanism by which we
actually state that there's going to be a fornal
action itemon this.

|l nmean, | don't want to get too
formalistic on all of this, but | think this wll
sinplify things a little bit in terns of getting
feedback, and what | propose is in subsequent

neetings --
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DR DI AMOND: | agree.

CHAI RVAN CERQUEI RA:  -- we go back at the
begi nning of the neeting on these action itens.

Rut h?

M5. McBURNEY: Well, | think it's pretty
much a consensus of the Conmttee that we do that, and
|"mnot sure that a formal notion is necessary.

CHAI RVAN CERQUEI RA:  All right, but then
we want this as an action item

M5. McBURNEY: Right, but as a consensus
rather than --

CHAI RMVAN CERQUEI RA: kay. So for the
transcriptionist, if you coul d sonmehowidentify this.

MS. McBURNEY: That it's the consensus of
the Conmttee that --

DR. W LLI AMSON: That we neet informally
wi th t he Conm ssioners as well as the formal briefing.

CHAI RMAN CERQUEI RA: Ri ght. That the
appropriate -- that the Conmttee request attendance
at the ACMJ neetings of Comm ssioners who have an
interest or "expertise" isn't the word, but what are
we | ooking for, Jeffrey? Help nme out here.

DR. WLLI AMSON: Ckay, yes. The --

CHAI RVAN CERQUEI RA:  John Grahamin the

maki ng.
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DR, W LLI AMSON: -- ACMJl desires that

Conmi ssi oners who have an interest in the regulation
of medi cal use of byproduct materials attend t he ACMII
nmeetings on an informal basis.

CHAI RVAN CERQUEI RA:  Ckay. | think we get
the sense of it, and we can see. You know, maybe,
John, your staff could |ook at that and what the
mechani sm would be for us to invite -- | guess we
could just invitethem |'msure that there's some --

MR. Hl CKEY: Yeah, we can respond to that.

CHAI RVAN CERQUEI RA:  Ckay.

MR.  HI CKEY: Wen we call for agenda
items, we can al so get suggestions as to whether you
want to invite a Conm ssioner.

CHAI RVAN CERQUEI RA: Ckay, all right. Any
other itensinterns of the foll owup fromyesterday's
nmeeti ng?

DR. WLLIAVMSON: Do we want to hold the
i tem about creating a subcommittee and so forth for
the Board certification until we cone to that topic
with Bob Ayers here or do you want to do that now?

CHAI RVAN CERQUEI RA: | propose we do t hat
now, and then when Bob cones we can basically, you
know, review that.

You know, in thinking about it, you know,
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clearly it was an oversight on the part of the
Committee. Intalkingto sone of the former staff for
the Conmttee, and | have to admt | don't recall the
di scussi on, sone of the issues relatedtothis were we
had | ong di scussi ons about trying to make the training
and experience requirenments specific for the isotope,
the technique as nuch as possible so that we didn't
have sonebody who had j ust ki nd of general training be
able to operate on a systemwth which they had no
famliarity.

And | guess sone of t he di scussi on anpngst
the staff had been how do we put some teeth into the
fact that we needed training on specific equipnent,
and you know, that still needs to be addressed in
terms of, you know, if you' ve got Boards, the Boards
don't specifically requireyouto have experiencewth
certain isotopes or devices.

And so how do we assure that somebody who
has a general approval, i.e., Boards, neets sone
specific training requirenments?

Ri chard, and then --

DR. VETTER | don't think the proposed
Part 35 answers that either because it says you're
either Board certified or you have training, and it

specifies the type of training, you know, 200 hours,
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et cetera, et cetera.

So | guess without |ooking at -- having
the words in front of us, | think what we need to t ake
a l ook at i s howwe can change that regul ati on so that
a person can be Board certified and have that specific
experi ence w thout having the detailed listing of
trai ning and requi renments i ncorporatedintothe Board.

Because, for instance, let's just pick
ABMP for one board. For nedical health physics, they
require a Master's degree in the appropriate area,
plus five years of experience, and you have to pass
t hree exans.

But they don't say you have to have
experience with HDR  So per haps the directi on we need
to head and one of the alternatives, the Board
certified plus that specific experience or at |east
some area of experience that covers npbst of those
wi t hout prescribing that they have 200 hours in the
foll ow ng subjects because that's telling the Boards
what they have to have for content.

That's the part that's problematic.

CHAI RVAN CERQUEI RA:  Ckay. Jeffrey.

DR. W LLI AMSON: Well, just a suggestion
as a phil osophi cal approach, howto address the i ssue

| guess John raised, which is if NRC wants specific
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training to be addressed, how could that be done.

So the approach could be to decoupl e the
concepts of authorized user and authorized nedica
physici st fromthe required nodality specific training
requi rements, you know, restore Board certification as
the default pathway for AMP, AU, or RSO and then in
the appropriate subsections of 35, 35.4.600, for
exanpl e, one could have in there as part of the
operating procedures or regulations sone kind of a
requirement for continuing education in initial
nodal ity specific education.

M5. McBURNEY: In that nodality.

CHAI RMAN CERQUEI RA: In that specific.
Ckay. So nodality specific training.

DR. W LLI AVSON: So one mght say, you
know, for exanple, put in some kind of a regulation
t hat captures the essence of theinitial trainingthat
a physician who has no experience doing ganma
stereotactic would have to undergo.

CHAI RMAN CERQUEI RA: | guess just interns
of what's been done to date now, is this something we
could deal with in the gui dance docunents?

DR. WLLI AMSON: Potentially we coul d, but
the desire of the staff -- |'m speaking for them

now -- | think has been to avoid having de facto
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regul ations in guidance space and have them in
regul atory space. So rather than have a separate set
of de factoregulationsinalicensingguide, whichis
now what we have, we have requirenents for authorized
user and authorized nedical physicist to have sone
ki nd of training with HDR and gamma st ereotactic, and
that's done by license condition today.

And so | think the desire of the staff is
to have essential |icense conditions nentioned inthe
regul ations; is that not correct?

MR. HI CKEY: That is correct, and |I' mnot
sure, however, that even if we allowed for the
gui dance to be the determ ning factor that we coul d do
it inthis case because of the way that the rule is
wor ded.

DR. WLLIAMSON: | think we're talking in
the context of the rulemaking initiative, John

MR. HI CKEY: Ckay. So you would have a
rul e change pl us gui dance?

DR. W LLI AMSON: We would have a rule
change that woul d address the training and experi ence
definitions of AMP authorized user and radiation
safety officer, plus sone supplenentary changes in
35.600 that woul d address the NRC s concern about the

AU and AMP not having nodality specific specialized
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traini ng.

MR HI CKEY: Right, but then would you
need gui dance?

DR. WLLIAMSON:. Well, you always need
gui dance, don't you?

MR. HI CKEY: Well, no. But | nean would
t he substantive i ssue be dealt with by the rul e change
or would you need guidance to deal wth the
substantive issue?

Qur intent -- nmy sense is we at |east --
maybe we don't even need to talk about it. M sense
is we at |east need a rule change to deal with the
substantive issue the way that the new Part 35 is
wor ded now.

DR. WLLI AMSON: M preference would be to
have such speci fics of training probably in a guidance
docunent rather than making a hard and fast rule so
that at | east individual institutions could negotiate
the specifics of what their training would be.

MR HI CKEY: Ckay.

CHAI RVAN CERQUEI RA:  We' I | go around, but
SO we've given up on the idea that there's any way we
could do this within the Part 35 revisions. M typo
comment yesterday was not --

MR,  H CKEY: | wouldn't characterize
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gi ving up on anyt hi ng.

CHAI RMAN CERQUEI RA: Ri ght. Vel |, but
it's inmportant because we could certainly expedite it
if we could do it within guidance docunents at this
poi nt, and who woul d know that, John? Wbuld that be
counsel ? Wuld that be the staff?

MR HI CKEY: Well, | think I know, and |
t hi nk some of the conm ttee nenbers knowthat the way
the ruleis worded, | don't think guidance can fix the
probl em

CHAI RVAN CERQUEI RA:  So we're saying we
need a new rul emaki ng.

DR. WLLIAMSON: | think so, and we don't
have to propose wording for the rule.

CHAl RVAN CERQUEI RA:  Sur e.

DR. WLLIAMSON: | think we shoul d make a
notion to the effect that NRC as soon as possible
initiate rulemakingtorestore Board certificationfor
aut horized wuser, radiation safety officer and
aut hori zed nedi cal physicist as the default pathway.

CHAI RVAN CERQUEI RA: Vel |, j ust
procedurally, vyou know, we're going to form a
subconmittee, and it's going to work with the staff,
and so maybe that will be the first step, but let's

get some nore di scussion, and thenwe'll try to-- yes?
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DR. NAG | think the other thing, if we

are going back to a rulemaking, it would be very
| mpor t ant to -- the requirenent for Board
certification and the requirenent for using in NRC
The reason is for the Board exam you need a certain
body of knowl edge, which is what the Board
certification requires.

For exanple, you don't need ganma knife
training to be Board certified, but the way we are
maki ng the Board certification, we are trying to push
themto recruit all of these with training to becone
Board certificate. Rat her than doing that, if we
decoupl e (phonetic) them a Board certification, the
essential mninumrequired, and then if we are going
to handl e gamma knife or you're going to handl e sone
of these specific things, you show your additional
training that you had, which can be a very -- you
know, the manufacturer's training or whatever. You
suppl ement the Board requirenent.

Soif we are going to start fromde novo,
| think we should not be trying to push the Board to
show you have training in all of these things.
G herwise we wouldn't allow Board certification to
neet the de facto standard.

CHAI RVAN  CERQUEI RA: Now all of the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

112

di scussion has really dealt wth therapeutic
radiation. | nean, do we feel that as witten, the
di agnostic requirements are okay?

MR. HI CKEY: M. Chairman, | think there
is anissue with the statenent about a preceptor. |1'm
not sure that all of the certification Boards
understand that the rule requires the preceptor
statement be part of the Board certification process.

So as far as what training and experi ence
t he peopl e have, | think the rul e is okay, but I think
there still is an issue with the requirenent for a
preceptor statenent.

CHAI RVAN  CERQUEI RA: | thought the
preceptor statenent was pretty clear. It had to be,
you know, an authorized user who basically signed off
on having been exposed, and in addition, being
conpet ent .

W spent quite a bit of time discussing
t hat . W're trying to put nore teeth or nore
liability upon the preceptor's statenent, and | et
them you know, assume some responsibility for the
people that they're signing letters for.

MR.  HI CKEY: Yes, that's correct, and
there are already requirenents in the old Part 35 for

preceptor statenents. |'mjust not sure whether the
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Board that certifies the personrequires the preceptor
statement as part of the certification process or
whet her they view that as anot her step.

CHAI RVAN CERQUEI RA:  Wel |, 1 think when I
guess Bob is going to be presenting things this
afternoon -- so we can get back to it.

Ri chard.

DR VETTER  Just to confirm what John
just said, at least in the physics are, radiation
safety officer area, the Boards feel that is a
separate process, the preceptor statenment. They do
not require a preceptor statenent for the Boards.

M5. McBURNEY: Right.

MR. HI CKEY: Yeah, that was clear for the
Ameri can Board of Health Physics. [|'mjust not sure
whet her the Medi cal Boards have that understandi ng.

CHAI RVAN CERQUEI RA:  Jeffrey?

DR WLLI AMSON: For American Board f
Radi ol ogy and Aneri can Board of Medical Physics, and
| think this covers radiation oncology, as well as
physics, there is a requirenent. It's part of the
application process that letters from di pl omates of
t he Boards attesting to the conpetence in character of
t he applicant be nade.

But | do think there is a |egal problem
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here because it really doesn't say that these
i ndi vi dual s have to be aut horized users or authorized
medi cal physicists on an agreenent state or NRC
| i cense.

So | believe John may be right that even
though there is sort of a preceptor requirenent
associated with many of these Boards, |'mnot sure it
complies with the letter of the | aw

DR. NAG One other problemwth that is
there is the preceptor statenent, but that's done by
the director of the training program It does not
make separately in all of the areas. You know, | wll
certify that | have trained himin radi ati on oncol ogy,
but not a separate statenment that can handl e unseal ed
i sot ope; he can handl e, you know, each of those things
separately.

CHAI RVAN CERQUEI RA:  All right. Who are
t he stakeholders in this now? W' ve talked about
aut hori zed nedi cal physicists. W' ve tal ked about
radi ati on safety officers.

DR. NAG Authorized users al so.

CHAI RVAN CERQUEI RA:  Ckay.

DR. NAG It depends on which, definitely
of authorized users.

CHAI RMAN CERQUEI RA: For diagnostic or
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t her apeutic?

DR. NAG Therapeutic.

CHAI RVAN CERQUEI RA:  Ckay.

MR, HI CKEY: | think that all of the
Boar ds have a potential stake. They're on the record
as of today as saying that there's not a problemw th
the rule, but in |ooking at the preceptor issue, |
t hi nk on second review there may al so be a concern
They're not on the substance of the training but on
the requirenent for a preceptor statenent.

CHAI RVAN CERQUEI RA:  Rather than -- you
know, because we have Bob Ayers here, who's kind of
part of the NRCstaff that's | ooking at this, nmaybe we
can concl ude this di scussion and bring it up with Bob.
But | think there was a notion to forma subcommittee
that's going to look at the issue of training and
experi ence.

Initially we were talking about the
aut hori zed nedi cal physicist, the radiation safety
officer, and the authorized nedical wuser wth
t herapeutic. So | think form ng a subcomittee that
woul d have, you know, nenbers from those various
groups, plus maybe one or two ot her people, would be
| mportant.

Rut h?
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M5. McBURNEY: Richard or Ral ph, correct

me if I"mwong, but | think there is a nodel for the
rule of decoupling the Board certification from
additional training required for the different
nodalities under MXBPA. Isn't that right that they
accept Board certification as the training for the
medi cal physicist, but then if you're going to be
doing a different nodality, you need additional
continuing ed. for that?

DR VETTER | think that's correct.

MR, HI CKEY: Could you identify that
organi zation for the record, please?

M5. McBURNEY: The Mamography Quality
St andar ds Act under t he Food and Drug Adm ni stration.

CHAl RVAN CERQUEI RA:  All right. Well, so
| propose that maybe we have Jeffrey, Dick, you know,
be on this conmttee, and since Dick has nore gray
hair that Jeffrey, maybe we could | et hi mbe the chair
of this conmttee.

And | think we should get a radiation
oncol ogist. David, is that sonmething --

DR. DIAMOND: 1'd be happy todoit, sure.

CHAI RMAN CERQUEI RA:  So maybe Davi d coul d
be on that coormittee, and | guess maybe we're going to

add two new nenbers to the committee. | guess we have
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to vote on themat this neeting.

MR HI CKEY: No.

CHAI RVAN CERQUEI RA: What's thetine |line?
W' ve gotten approval.

MR H CKEY: No. The selection for the

two vacancies is still in process, and as Conm ssi oner
McGaffigan nentioned yesterday, well, we have to
appoint a nuclear nmedicine physician to fill a

vacancy, and t hen as Conm ssi oner McGaf fi gan nenti oned
yesterday, we're going to add an interventional
cardi ol ogi st at the direction of the Comm ssion, and
those are in process.

So we think prior to the next neeting
you' || have those appoi ntees.

CHAI RMVAN CERQUEI RA:  Ri ght, but | was sent
alist of people who had been nom nated, and t hey were
-- you know, by professional nedical societies, and
the NRC staff had sort of sent me the names of two
i ndividuals for those positions, and | basically

concurred that | thought --

MR, HI CKEY: Well, that's still in
process. W can't have anynore specific public
di scussion while that's still in process, but the

process has not yet been conpl et ed.

CHAI RVAN CERQUEI RA:  But why is it taking
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so | ong?

| think one of the things we had di scussed
was basically trying to facilitate, and Angela
certainly made a --

MR. HI CKEY: Yes. The reason that the
i nterventional cardi ol ogi st i s not conpleteis because
that's fairly recent. The nom nation period, |
bel i eve, did not close until January for that one, and
t he other one has been delayed by the other things
that the Comm ssion has been dealing with foll ow ng
9/11 or it would have been resol ved.

CHAI RVAN CERQUEI RA:  Is there any way we
could fast track it, John? | nean, in a sense, you
know, the professional societies have nade
nom nati ons. They' ve been revi ewed by the NRC staff.
They' ve been sent to the comm ttee chair who basically
agreed with the staff on these people.

MR. HI CKEY: Yes. We're doing every --
mean, you can forman action itemor resolution, but
we're doing everything we can to conplete that
process.

CHAI RVAN CERQUEI RA: Wl |, | guess | don't
fully understand why it's taking so long. | nean, we
had discussions to try to mnimze the lag tine

between a vacancy and filling it.
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MR HI CKEY: Well, as | said, the

i nterventional cardiol ogist one should be conpleted
wi t hi n 60 days of the nom nation period cl osing, which
| think is reasonabl e, but the other one has not been
timely. | agree.

CHAI RVAN CERQUEI RA:  Ckay. So give nme a
time line then. Were do we stand?

MR. HICKEY: | would say within 60 days
we' || have an announcenent on both, but again, the
Conmmi ssion has to review these. So that's assum ng
t he Conm ssi on responds pronptly, which t hey have done
in the past on these.

CHAI RVAN CERQUEI RA: And | guess, you
know, all of these things |like security checks and
everything will be all --

MR. HI CKEY: That can be done afterwards.

CHAI RVAN CERQUEI RA:  Okay. You know, it's
alittle disturbing because we really had enphasi zed
at the previous neetings of trying to mnimze the
ti me between people going off and new people, and |
had every expectation based on the material that | had
been sent that we would have people in these
positions, you know, at the end of this neeting.

So Dr. Nag?

DR. NAG At the sane |ine, anyone who
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wi || be noving off about a year fromnow, we shoul d be
starting the process fromnow So anyone fromthis
comm ttee who i s supposed to be goi ng off about a year
fromnow? Do we have anyone?

DR. DI AMOND: Jeff, how nmuch | onger? ARE
you in your second tern? |Is that right?

DR WLLIAMSON: | think so.

DR. DI AMOND: You're in your second term

MR. HI CKEY: | think everybody i s goi ng at
| east until 2003, but we agree that we need --

DR. NAG One year.

MR HICKEY: -- to plan better on these.

CHAl RVAN CERQUEI RA:  Wel |, what | would
like to do is at least get a list of just Commttee
menbers, when they cane on, whether it's first term
second term and when their term expires, and
distribute that to the Commttee.

MR. HI CKEY: Yes, we have that. That's

al ready made. W can copy it and give it to you

CHAI RVAN CERQUEI RA: Vell, if sonebody
could --

MR. HI CKEY: W can give that to you
t oday.

CHAI RVAN CERQUEI RA:  -- just giveit to us
t oday.
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MR HI CKEY: yes.

CHAI RVAN CERQUEI RA:  That woul d be useful .

DR. WLLI AMSON: W can nake pl ans.

CHAlI RVAN CERQUEI RA: But again, I'dreally
like to, you know, identify the fact that the
Conmittee has been noving forward. | certainly have
dealt with sone materials sent to me, and | think in
order for the Conmittee's work to be done, we
certainly need a nucl ear nedi ci ne representative, and
| think we've agreed that an interventional
cardi ol ogi st is an inportant, you know, nenber of the
Conmittee, given sone of the things that are going to
be com ng up.

And so | think we need to nove forward as
qui ckly as possible to get these peopl e appointed.

Jeffrey.

DR. WLLIAMSON: So with regard to the
subconmm ttee, the charge is to --

CHAI RVAN CERQUEI RA:  Ckay. Well, again,
| got sidetracked there. So --

MR. HI CKEY: Well, let me just interject
t hat sone of these itens have been useful because we
intended to take themup later in the day, and we'l|l
save tine later on having discussed them now.

CHAI RVAN CERQUEI RA:  Okay. That's true,
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but still | think, you know, we've identified three
people. | think it would be inportant if we're going
to deal with the whole issue of intravascular
brachytherapy if we could have the interventional
cardi ol ogi st be part of that conmttee. That woul d be
usef ul .

That woul d bring us up to four people, and
it's always good to have sonebody who's not
necessarily a stakehol der on the subconmttee, i.e.,
Ruth or Niki. N ki is pointing, but, Ruth, would you
be willing to?

M5. McBURNEY: | certainly woul d.

CHAI RVAN CERQUEI RA: Ckay. So | think the
commttee would then consist of Jeffrey, Ruth,
Ri chard, and David Di anond with Richard acting as the
subcommittee chair.

And the charge of the conmttee -- and |
t hi nk we could have alittle bit of discussiononthis
-- but basically, you know, woul d address t he i ssue of
training and experience for authorized nedical
physi ci sts, authorized physician users, and radi ati on
safety officers, and you know, really |ook at the
whol e issue of the Boards and the training and
experience, trying to deal with both, you know, kind

of general, as well as specific training.
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And maybe we could spend a few mnutes
trying to fine tune the charge to the comittee.

Jeff and then Davi d.

DR WLLIAMSON: Well, I"mwonderingif it
woul d be useful to have sone staff nenbers al so be on
this subcommttee. I think this is so highly
juridical that | wonder if the attorney from NRC
shouldn't join us and one of the staff nenbers who's
conversant with these issues.

MR.  HI CKEY: As a procedural mtter |
don't think that's a good idea. | think the
subconmi tt ee needs to speak for the ACMJI, but we will
desi gnat e contacts, both technical and | egal contacts,
for the subcommttee to work with on a day-to-day
basi s.

DR, WLLI AMSON: Cood.

CHAI RMVAN CERQUEIRA: So | think it would
be good wthin tw weeks to have those people
identified sothat R chard coul d make contact with the
peopl e and, you know, to try to get sonme useful
information to at | east define what the requirenents
for sort of newrul emaking, to explorethe possibility
can any of this still be done under the revised Part
35, which we're all working on under the assunption

that it's going to be i nplenented in six nonths, or do
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we need to go to newrul emaking, whichit's Jeffrey's
feeling, and I concur with him it probably will be
required.

Davi d.

DR DI AMOND: My sense is just as |I'm
t hi nking about this is that this subcommttee is
really going to be looking at a new rul enaking
initiative in which there's going to be a sense that
we restore Board certificationinaparallel structure
as the default pathway for the AMPs, the RSGCs, and in
this process attenpt to decoupl e general fromoverly
prescriptive site specific or nodality specific
training, which will give us the flexibility that we
need to address new technologies, which wll be
paral |l el anobngst these different fields, and which
will go and maintain the status of the Boards as the
prem er nethodol ogy for expressing to the public an
i ndi vi dual ' s conpetency and safety in perform ng the
t ask.

| would also|liketo point out as an asi de
it's very inportant that the staff understand that any
time -- and |I'm only speaking for physicians now
because that's ny area of expertise -- any time a
physician is desirous to obtain a hospital privilege

to perform a specific nodality, regardless of the
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Board certification, they need to prove to the
hospital that they do have a certain experience in
that particular field.

So, for exanple, if one wanted to do
stereotactic radi osurgery as a physician, before a
hospital would grant a privilege to do that, thereis
al ways a final safeguard in effect that you must prove
tothe bylawcommttee or the credentialing conmttee
that you have that, and that goes on for many, many
di fferent areas.

So just since you may not deal with this
in your particular role or practice, it is inportant
for you to know that there is another set of
safeguards in effect to protect the public in these
very specific nodalities when it cones to the public.

DR, WLLI AVSON: For exanpl e, at
Washi ngt on Uni versity, the radiation safety conmttee
al so serves as an independent safeguard in this
respect because our |icense mandates certain annual
training be given to authorized users and AMPs for
gamma stereotactic and for HDR as a condition of our
| i cense.

And so they nonitor that, and there are
separate |ists of authorized users and AMPs for these

different nodalities.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

126
DR. DI AMOND: Jeff, woul d you concur with

ny general sense that | was trying to convey? Was |
on track basically with the parallel structure trying
to keep the Board as the prem er pathway and so forth?

DR. WLLI AMSON: Yeah, absolutely.

CHAI RVAN  CERQUEI RA: Il think we're
starting to get into the specifics, and | think sort
of the discussionis toformthe conmttee, and we've
agreed that the subcommttee consisting of Dr.
Wl lianmson, Vetter, Dianond, the interventional
cardi ol ogi st who will cone on the Conmittee, and Ruth
McBur ney, and | kind of hate -- you know, you kind of
want to give a charge to the commttee rather than
having the commttee cone back, you know, w th what
they' re going to do.

But the basic charge is to develop --

DR WLLIAMSON: A draft rule.

CHAI RVAN CERQUEI RA: W need John.

-- draft rule for what? For?

DR. WLLI AMSON: Yeah, so to devel op, you
know -- a subcommttee would be charged wth
devel oping the outline of a draft rule to restore --

CHAI RVAN  CERQUEI RA: Just sonet hi ng
general. A draft rule --

DR. VETTER | think that captures it. A

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

127

draft rule to capture what Dr. D anond had sai d.

CHAl RMAN CERQUEI RA: But that was too
much. Who can renmenber that?

DR. DI AMOND: W can do it in one
sent ence.

DR. WLLI AMSON: The subcomittee's charge
is to develop the concept of a draft rule that
restores Board certification as the primary pathway
for becom ng authorized user, authorized medical
physici st and radi ation safety officer.

CHAI RVAN CERQUEI RA:  Al'l right. Does that
sound |ike a notion?

PARTI Cl PANTS:  Yes.

CHAI RVAN CERQUEI RA:  Second?

M5. WAGNER SCHWARZ:  Second.

CHAI RVAN CERQUEI RA: And any further
di scussi on?

MR, HI CKEY: | have a comment and a
question, M. Chairman. The committee is tinme is of
the essence, and this has high visibility with the
Comm ssion now. So | will tell Dr. Vetter right now
| will be the contact. | will Iet you know who ot her
contacts are, but two weeks is not goingtogo -- this
isn't going to sit for two weeks.

W' re going to be conti nuously working on
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this between now and the tine the rule is published.

CHAl RVAN CERQUEI RA: Al right, but we
don't anticipate that we're going to be able to get
this resolved and certainly with the rul emaki ng, but
| think, you know, basically we've forned a comm ttee,
and we shoul d have them cone back to us at the next
nmeet i ng.

So a notion has been made. We've had a
second. Any nore discussion?

(No response.)

CHAI RVAN CERQUEI RA: Okay. | call for a
vote. Al in favor?

(Chorus of ayes.)

CHAI RVAN CERQUEI RA: (Opposed?

(No response.)

CHAI RVAN CERQUEI RA:  No one i s abst ai ni ng.
So all right.

DR. DIAMOND: That was Action |tem
No. 4, then.

CHAI RVAN CERQUEI RA:  Ri ght .

M5. HOBSON: Did you nean |ike our next
ACMUI neeting?

CHAI RMAN CERQUEI RA:  To cone back and gi ve
us at least a progress report on, you know, sone of

the issues and sort of a gane plan.
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MS. HOBSON: wWll, | felt a sense of

urgency that we need to nove faster than that if
possi bl e, you know. Was | reading it wong?

CHAI RMAN CERQUEI RA:  No. | guess part of
the question is | don't know, you know, what's
i nvol ved in the rul emaki ng process. | mean, having
been involved in Part 35, which is, in a sense, you
know, NUREGs - -

DR. W LLI AMSON: | think our charge is
sufficiently open ended that, you know, we're not
| ocked into any specific tinme frane. So | think this
isjust great. |If the staff is geared up to nove fast
on this, we're going to support and hel p them

CHAI RVAN CERQUEI RA:  One | ast conment from
Ral ph, and then we have to nove on.

MR. LI ETO | have a question for John
sincethisis asubcommttee of the Advisory Committee
that's working onthis. Is it acceptable that if they
cone back -- say they have sonmething to present within
the month. Does the full Conmittee have to vote on
that? And if so, can it be done by electronically via
E-mail ?

MR. HI CKEY: Yes. The actions can be done
by E-mail or by telecon. and, in fact, | think we're

going to have to plan on doing a |lot of that.
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CHAI RVAN  CERQUEI RA: Yeah, | would

reconmend t hat we don't necessarily need to have face-
to-face neetings.

Ckay. Al right. So | think we've dealt
with nmost of the procedural ways we would |ike the
Conmttee to proceed in the future. W' ve discussed
t he Conmi ssion briefing, and maybe we can go onto the
NUREG 1556, Vol ume 9.

MR. HI CKEY: M. Chairman, Dr. Susan Frant
is here. She's the Deputy Director of Industrial,
Medi cal, and Nucl ear Safety.

DR. FRANT: H . They even got a nane tag
so that in case you forgot ne.

(Laughter.)

DR. FRANT: And | have one for nme so that
in case | forget.

Good nor ni ng. l"ve met sone of you
i ndi vidually, but not all of you as a group. So I'm
happy to be here this norning.

|"ve been with the Industrial Nuclear
Medi cine Safety -- | think those are all of the words
for the division-- since April. Before that I worked
as a deputy for another division in NMSS, and before
that, | was in Region I, which is the northeast, as

the deputy that had licensing of nedical |icenses.
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Sol have alittle famliarity, but not a
lot, and | cone to this area with nmaybe a different
perspective than sone of the folks who have been
working init.

Part 35. We've been working on how we're
going to inplement it, and we've been standi ng at the
starting gate for along tine waiting to ki nd of okay,
okay. As you know better than |, that has been a
torturous tine to get it into a position where it's
going to be published and going to be final.

And | gathered fromthe neeting you had
with the Conmi ssion yesterday that there are stil
some i ssues that are significant that are not settled
by the current final rule as it will be published.
And t he Comm ssion certainly pledged that we wi Il work
t hrough those issues in a tinely way.

And t he di scussion | heard when | cane in
was one of the nechanisns to do that, and |I'm gl ad
that you'll have a subcommttee, and if you draft
| anguage, it doesn't have to be exactly rul emaking
| anguage, but if the language is what will work to
have qualified people who can protect the public in
terms of radiation safety doing the procedures,
regardl ess of whether we know what they are today or

they cone on the horizon, that will be, | think, a
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significant nove forward for Part 35 as it stands.

In ternms of what we're doing nowto nove
forward in inplenmenting Part 35, | can tell you what
we' re doi ng and take hopeful |y sonme suggestions from
you on how ACMJI can be nost invol ved effectively for
us and for you and efficiently for us, hopefully
efficiently for you, too.

CHAl RVAN CERQUEI RA:  Susan.

DR. FRANT: Yeah.

CHAI RVAN CERQUEI RA: If | could just
interrupt for a mnute now, so we're tal king about the
gui dance docunents in part.

DR. FRANT: W're talking about
i mpl enenting Part 35 so that we --

CHAI RVAN CERQUEI RA:  Ri ght, whi ch i ncl udes
gui dance docunents?

DR FRANT: It includes guidance. It
i ncludes inspection, and let nust briefly go
t hrough - -

CHAI RVAN CERQUEI RA:  Sure. Go through

DR, FRANT: -- and then after | run
through this, then you can ask ne questions, and we
can tal k about --

CHAI RVAN CERQUEI RA: | s t here a handout or

slides on this?
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DR, FRANT:  No.

CHAI RVAN CERQUEI RA:  No?

DR FRANT: No.

CHAI RVAN CERQUEI RA:  Ckay.

DR. FRANT: As you know, we have Vol une 9
of the consolidated gui dance, the 20 vol unme set that
we' ve pul | ed t oget her over the last -- | don't know - -
several years, and Volune 9 identifies those aspects
t hat woul d be necessary to be |icensed under Part 35.

And t he current draft Vol une 9 responds to
all of the conments that were made on a draft that
went out with the proposed rule and reflects the
changes made to Part 35 fromthe proposed rule to the
final rule.

And | think you' ve seen that, have you
not ?

M5. WAGNER SCHWARZ:  Yes.

DR. FRANT: Yes. GCkay. It still has many
things in that I would say are highly prescriptive.
The phrase that sone people have used is that there's
a group of practitioners who m ght need "Part 35 for

Dunmies," that is, avery detail ed, pick your hand up,
nove it here, do this.
| think that that is very different from

ot her aspects of NRC that |'ve been involved in. 1In

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

134

the reactor world that | was in for 20 years, we never
put out procedures. W always left it tolicensees to
devel op procedures to inplenent the regul ations.

And | have to tell you that it was kind of
strange for me to see these nodel procedures. At the
same tine, the staff who have been working with this,
| think, believe that there was a very strong need for
this by some practitioners.

So you have a tension between providing
det ai | ed gui dance and al | ow ng mat ur e prof essionals to
choose the way in which they're going to inplenent
regul ati ons.

| think we're trying to strike that
bal ance, and to do that, we're going through Vol une 9
noww th an eye towards nmaking it a basi c docunent and
t aki ng t hese nodel procedures and perhaps putting them
in sonme other form

It would be good, | think, if the
societies in the comunity woul d hel p us do that, and
maybe it would have been better to have joint
docunents, which we've done in other -- | worked with
NEI and |'ve worked with other groups where we've put
out joint docunents.

For a long tine | was responsible for

training and procedures in the reactor world, and the
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Institute of Nucl ear Power Operations devel oped the
gui delines for training prograns, and we endorsed
them So we had a joint docunent that was basically
devel oped by the industry and then reviewed and
accepted as an acceptable way to inplenent the
regul ati ons.

There's no reason why we coul dn't do that
here, too, but it requires a conmtnment on the part of

the community to do sone of the work. And I'm not

sure. | don't know where we are with that.
To that end --
CHAI RVAN CERQUEI RA:  Well, if | could --

DR. FRANT: Yeah.

CHAl RMAN  CERQUEI RA: -- | think the
comunity iswillingtowrk, but there's atinefrane
that's involved, and if we haven't initiated the
process, | don't know realistically --

DR. FRANT: Well, let me tell you what.

CHAl RVAN CERQUEI RA:  Sur e.

DR. FRANT: | don't know how many of you
know Chi p Cameron, but | know he's worked with Part
35. So Chip and | have wor ked t oget her on many t hi ngs
over the years, and what we di scussed was taking the
current Volunme 9, naking some nodifications -- and

Roger Brotus who's sittingin the back is taking a few
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m nutes out of his schedule where he's totally
imersed in Volune 9, with a small cadre of folks --
t o make sone nodi fications, but to get it out by March
15th as a docunent for comment.

At the sane time, Chip and I wll be
havi ng a planning neeting on March 14th to plan for
two public neetings, actually three, | think. One
nmeeti ng woul d be sone ki nd of a workshop on Vol une 9,
the totality of it.

A second -- probably these are both at the
end of April. One is planned for April 23rd, and the
other is planned for April 30th. The second neeting
woul d be on guidance, some kind of diagnostic only
gui dance that would be just a few pages that would
focus on what the diagnostic practitioner woul d need
t o know and woul d not have all the vol unmes of nateri al
that deal wth all the variations wthin the
t herapeuti c comunity.

That gui dance, | think, tothe extent that
we can get help and maybe produce a joint docunent,
that would be excellent. [If we can't, nmaybe we'l]l
take a crack at it and have it reviewed, the point
bei ng that there woul d be two docunments. There woul d
be Vol unme 9, whi ch woul d cover everythingto inplenment

Part 35, and that's necessary and we have to have
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sonething |ike that.

But then there would be this subset, and
it may be that the therapeutic conmunity or parts of
it feel that there should be sonme stand alone
docunents for other than diagnostic, and we can work
those out in the future.

"' m not precluding them I[t's just in
terms of tinme, they seemto be the things that are
nost needed now.

W also plan to develop inspection
procedures, and | think fromthe di scussi ons yest erday
and what | know about the way NRC does business, this
will be clear to having a cl ear nessage of how Part 35
represents some kind of paradi gmshift.

We al so plan on conducting training for
both our license reviewers and our inspectors, and
we'll be doing that in | ate May based on the gui dance
docunents and t he public neetings. And | al ready have
that set up with a wonan naned Bev Sil verberg.

Do any of you live i n WAshi ngt on? Ch, no.
Okay. Well, Bev was the voice of Metro. She used to
be the one that would cone say, "The trains are
running, and it's okay." But anyway, only in snow
storms nostly.

Anyway, Bev has been wor ki ng with NRC f or
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a long time, and she does a really good job in terns
of hel pi ng peopl e get the nessage across. So we are
goi ng to take people, and we have a Part 35 teamt hat
we' ve devel oped, people who will becone t he trainers.

M5. McBURNEY: A question. WIl this
training also be available to agreenent state
per sonnel ?

DR, FRANT: Sure, sure. And we'l |
probably set it up in the four regions and invite
appropriate agreenment states at the same tine. I
don't know why we can't do it concurrently. Sure.

So that's our plan, is to train the
trainers sonme tinme in late May, and then hold a
wor kshop on inspection guidance; finalize the
i nspection and | i censi ng gui dance, and of course, that
will include ACMJ participation, and we can talk
about at what key points and at what point you want to
be in a review node, at what point you want to be in
a conment.

You know, | think there are |l ots of roles
to be played, and then we'll do our regional training
i n June t hrough August, dependi ng on when -- hopeful |y
that will be on finalized guidance, but certainly
gui dance that's close to final.

So that what we're working towards i s an
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Oct ober inplenmentation date in which we wll have
final licensing guidance by the end of spring; final
i nspection guidance also by the -- this is the
governnent. So if | say late spring that could be
July, you know -- but we'd be working -- you know how
you wite "late spring"? Ckay.

But the goal is to have the training over
the sumer based on the finalized guidance and
i nspection procedures, and what | heard yesterday in
t he discussion with the Conmission is it may be that
we have to have a transition period, and when they're
enforcenent discretion, and we work our way through
t hat gui dance and sone of the i ssues that may conme up
as we ook at the rule when it's real, so to speak
you know.

And | don't understand. | hope to | earn
nore about how the training and education i ssues are
evol ved, but there they are, and so we have to fix
them There may be others that we find that we have
to fix.

So that's our plan. [It's | ooking towards
an Cctober inplenmentation effective date, but sone
guesti ons have cone up, and we' re wor ki ng t hrough t hem
now. Sone applicants for renewal have already said,

"Can | be renewed agai nst the new Part 357?"
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Wl l, no, you can't be renewed agai nst
sonet hi ng t hat doesn't exist. It's not published. On

t he ot her hand, you can be in tinely renewal, and we

can look at what it would look like once it's
publ i shed, but it can't be effective until it's
effecti ve.

So that's a sinple answer, you know. It
can only be soup when it's soup, but on the other
hand, you can't deny the fact that you can see what's
com ng on the horizon. So you try to work that, and
we' |l work that through.

We have a counterpart neeting tonorrow
with the Regional Division Directors, and these are
sonme of the issues |I've got to talk through this
schedule with them get their conments, and t he reason
t here's no handout, Dr. Cerqueira, i s because | wanted
to keep it fluid enough to get comrents fromyou all,
coments from the Regional Directors, and have a
schedul e that everybody can work with and live with,
and get to the inplementation date w th guidance
that's workable in hand, inspection procedures,
| i cense revi ewers, and i nspectors trai ned and t hi nki ng
new Part 35 with the performance based, risk inforned
m ndset .

CHAI RVAN CERQUEI RA:  Susan, that's --
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DR. FRANT: | was gl ad the Conm ssioners

were so confident we could do it.

CHAI RVAN CERQUEI RA: Wl |, this has been
an excellent presentation in the sense that you've
given us details. You' ve given us dates, and | think
this is trenmendous.

| think it would be hel pful if perhaps,
you know, when you've had a chance to sort of --
certainly some of these dates we' ve been witing down,
but if we could get an E-mail or a copy of these out
to the Conmttee --

DR FRANT: O course.

CHAI RMVAN CERQUEI RA: - - t hat woul d be very
useful .

|'d also like to --

DR. FRANT: 1'll get it to Angela, who
will get it to you al

CHAI RVAN CERQUEI RA:  Yeah, that woul d be
useful .

I'"d also like to say that, you know, we
had t hese witing pads yesterday, and t hey' ve gone for
some reason. All I've | ooked around and everybody is
trying to wite notes on these yell ow pads.

So, Angel a, what happened to the white --

t hey were here yesterday.
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M5. W LLI AMSON: Oh, it was the

Conmi ssi oner s.

DR. NAG In the Comm ssioner neeting.

CHAI RMAN CERQUEI RA: well, it would be
nice, especially since if we don't have notes --

DR. FRANT: Well, Angela is off. W have
a supply roomand --

CHAI RVAN CERQUEI RA:  Good. Ckay.

DR FRANT: You know, we've been on a
ti ght budget, but | think we --

(Laughter.)

CHAI RVAN CERQUEI RA: No, | think that
woul d be hel pful.

But , again, you've done a great
presentation, and if we can live up to those tine
lines, that would be ideal. And | think you're
bringing in an approach certainly from the reactor
area which | think would work well w thin medical
And | think if we could inplenent that, that woul d be
gr eat .

DR. FRANT: Let nme ask you. The pl anni ng
meeting on March 14th, | would |ike someone from
ACMUI, if it's possible, to be part of that planning
nmeeting with Chip and with nmyself so that we could

have your insights on who shoul d be i ncluded in these
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nmeeti ngs.

You know, Chip has a way of running the
neetings, and he's very inclusive, and he's already
made sone phone calls. | don't knowif he's talkedto
any of you, but --

CHAI RVAN CERQUEI RA: | don't think any of
us have been contacted about the neeting. | mean
March 14th is fairly close, but we certainly would,
you know, try to get a representative there. Since
l"monly a bus ride away, | could alnost do it.

But | think it would be inportant, again,
if -- the Coomittee wants to be i nvol ved i n these ki nd
of things, and the nore notice we have, the better.

Now, do we have questions? Jeffrey has
been --

DR FRANT: [|'msorry.

CHAI RVAN CERQUEI RA: -- chafing at the bit
here.

DR. WLLIAMSON: No, that's okay. Well
| think that, as you know, the issue of training
experi ence and Board certificationis sort of a ness,
and | guess you will be responsible for drafting the
gui dance that the regions will be using to deterni ne
under the existing rule as witten --

DR. FRANT: Right.
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DR. WLLIAMSON: -- howto basically work

t hrough all of these probl ens of decidi ng howa Board
certified physicist or physician needs to qualify for
the different nodalities.

So | think there's an opportunity to
aneliorate this circunmstance by trying to wite
reasonabl e gui dance which would take into account
exi sting Board certification, satisfying many of the
requi renents and having a realistic requirenent for
suppl ementary training beyond Board certification

DR. FRANT: Right.

DR W LLI AMSON: Wi ch cones cl ose t o what
we do in the field.

DR.  FRANT: | guess you all know Bob
Ayers, and he'll be talking to this. Wen, Bob?

DR AYERS: One o' cl ock.

DR. FRANT: kay. One o'clock, and he and
| have been tal ki ng about what kind of nechani sm we
coul d devel op that would allow for sone relief while
there's a rul emaking i n progress, and that that needs
our O fice of GCeneral Counsel to sort of help us
understand what options are available that are all
wi thin, you know-- | could speculate. | mean, there
are several of them and this isn't the first tine

that there has been a need for sone kind of relief
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related to a regul ation.

So that we have sone nechani snms and wil |
have to come up with one and maybe, Dr. WIIlianson,
you can hel p us. If you' re working on draft | anguage,
t hen we can al so tal k about how that would -- what we
would do in the interimto --

CHAI RVAN CERQUEI RA: | don't know if you
captured the discussion that we had before you cane
on, but we are sort of formng a subcomm tt ee.

DR. FRANT: Right.

CHAI RVAN CERQUEI RA:  And then | ooki ng at
the ways to address the issue.

DR. FRANT: But the pernmanent solutionis
rul emaki ng to amend the current -- no, rulemaking to
anend the not current, but soon to be Part 35. Ckay.

CHAI RVAN CERQUEI RA: Ot her questions for
Susan? NiKi .

M5. HOBSON: Well, you probably told us
and | just mssed it. You're going to have the
revi sed docunment out for comment by about the mddle
of March?

DR FRANT: Roger? Yes.

M5. HOBSON: And then when do you expect
to have the final document ready for publication or

what ever you do with it so that the users --
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DR. FRANT: Right.

M5. HOBSON: -- out there will know what
they' re up against?

DR. FRANT: Exactly. | think though, just
to be clear, the rule will be published at the end of
March, and it's the rule that you have to conply w th.

So one of the things that we're going to
have to say in the guidance is that it's guidance on
one way to conply with the rule, and that what a
| i censed reviewer has to nmake sure that you're doing
is conplying with the rule, not the guidance.

That's an inportant part of the way we
i mpl ement our rul es.

Marjorie, did you?

M5. ROTHSCHI LD: Marjorie Rothschild from
the O fice of General Counsel.

Just a couple of things. First of all, |
think the Commi ssion's intent is to publish the rule
inmd-Mrch 30 days fromthe subm ssion of its report
to Congress, but you know, that's not a certain date
because it's possible that, you know, we could hear
ot herwi se from Congr ess.

So | just wanted to nmake sure. That, |
think, is the Conmmssion's intent, but it's not

entirely certain or up to the Conm ssion.
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And one other conment | just wanted to
nmake. In terms of meeting with a Conm ssioner, |
t hink sone |ines may have been blurred in terns of if
conmttees are just tal king about i nviting
Conmi ssioners to their formal neetings. That's one
thing, but | think it's another issue if you're
tal king about the Commttee in whole neeting, you
know, privately with a Comm ssioner.

So | just want to -- | think --

CHAI RVAN CERQUEI RA:  Yeah, | don't think
that was our intent to have private neetings.

MS. ROTHSCHI LD:  Yes.

CHAI RVAN CERQUEI RA: It was basically to
have t hem show up at a session like this to get their
specific input or to, you know, address issues that
are of concern to the Commttee directly.

M5. ROTHSCHI LD: Right. Well, that's what
| assuned, but | just thought it nmaybe needed to be
sai d just once again.

And then as far a any future rul emaking,
there are different means for initiating rul emaking,
but we just have to be aware that there are certain
procedures and limtations actually as far as staff
contact if you were talking about a, you know,

petition for rulemaking fromoutside parties.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

148

So | just wanted to enphasize that once
again. | think it may not, you know, have been as
cl ear possibly in sone of the earlier discussionsthis
norning, but | just wanted to clarify that.

Thank you.

CHAl RVAN CERQUEI RA:  Ckay. Thank you.

DR, FRANT: Everybody knows Marjorie
Rot hschi | d.

CHAI RVAN CERQUEI RA: | think she should
actually have a seat at this table here because --

DR. FRANT: Right.

CHAI RVAN CERQUEI RA:  -- so many of these
i ssues would be -- you know, if we coul d address her
directly it would be -- but we can call on her, can't

we, John, if we have --

MR. HI CKEY: Yes. That can be arranged.
We have anot her m crophone up here.

CHAl RVAN  CERQUEI RA: Yeah, wel |,
definitely because it would save us quite a bit of
time on, you know, just some of these procedural
| ssues

DR.  FRANT: kay. Vel l, the planning
neeting March 14th, | think it would be good if you
had sonebody at that neeting.

CHAI RMVAN CERQUEI RA:  What's the tinme of
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t he neeting?

DR. FRANT: 1'll have to get back to you.

CHAI RVAN CERQUEI RA:  Ckay.

DR. FRANT: | know the room but we'l
probably spend a good portion of the day.

CHAI RMAN CERQUEI RA: Again, if Angela
could get an E-mail out to people with time and
| ocation, and we shoul d see i f sonebody is interested
in attending and can free up their schedul e to do so.
| think that woul d be inportant.

DR.  FRANT: kay, and the other role
that --

CHAI RMVAN CERQUEI RA: And then on March
15th, you said you would have a draft rule, a draft
gui dance document avail able, and will that be put on
the Web? WII it be sent out to --

DR FRANT: Bot h.

CHAI RVAN CERQUEI RA: -- the Commttee
menber s?

DR. FRANT: It will be published and
distributed to all nedical I|icensees through our
di stribution center. It will be on the Wb, and it

will be sent tothe ACMJ Committee nenbers as part of
your Conmittee menbership.

CHAI RVAN CERQUEI RA:  Ckay.
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DR. FRANT: So it will be all three of

t hose things.

CHAI RVAN CERQUEI RA:  Ni ki, you had one?

MS. HOBSON: Yeah, | was wondering.
Bet ween now and March 15th, do you have plans to work
with the professional societies that you alluded to
earlier, that they have a lot to contribute if they
have the time and willingness?

DR. FRANT: No, | think what we're trying
to do is just take the docunent that we have, clean it
up based on the coments that we've gotten recently,
and put it out, and then at that point work with --

MS. HOBSON: Okay, but there will be
i nvol venent by the professional societies at sone
poi nt ?

DR. FRANT: Yes, and that's what these
nmeetings in April are about and the planning neeting
on March 14th is for how to engage that conmunity.

CHAI RVAN CERQUEI RA: Just again one
comment. And | feel kind of bad. W don't have a
nucl ear mnedicine representative on the Committee
because the SNM ACNP really had the npbst comrents,
criticisnms of the guidance docunent.

DR. FRANT: Right, but I think Chip has

been calling sone of those fol ks, and the Chairman
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certainly has corresponded with them So | think that
they're aware of March 14th and will be part of the
comrent process.

CHAI RMAN CERQUEI RA: Again, | think it
would be inportant to get it out to all of the
prof essi onal societies.

DR FRANT: Exactly.

CHAI RVAN CERQUEI RA: In the past, this
Commi ttee has i n sone ways been sort of a battl eground
bet ween various interests from physician groups and
everything, and | think we really should make the
information available to all the stakehol ders,

And sort of in ternms of these dates, if
peopl e want to send -- now the nmeeting on March 14t h,
is that open to the public?

DR FRANT: Yes, of course, it would be.

CHAI RVAN CERQUEI RA: Ckay. Again, it
woul d be inportant --

DR. FRANT: It woul d be a noti ced neeti ng.

CHAI RVAN CERQUEI RA:  Ri ght.

DR. FRANT: And what | guess | want to
insure, that we have a cadre of folks that are
i mportant to be part of the planni ng process, and t hen
it will be noticed.

CHAI RMAN CERQUEI RA:  Good. Again, | think
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if you could send out information to the specific
groups who have representation on the ACMJI, but to
all other stakeholders and people who have sent
comments, | think that would make certain that
everybody with an interest knows about it and can
or gani ze sendi ng peopl e.

DR. FRANT: To sone extent |I'mrelying on
Chi p Caneron because | think he has a long history
with different groups.

CHAI RVAN CERQUEI RA: Ckay. John, you
want ed to?

MR. HI CKEY: Yeah. M. Chairman, | just
wanted to clarify, first of all, to repeat that the
gui dance docunent wll be published for public
coment, not as a final docunent.

CHAl RVAN CERQUEI RA:  Sur e.

DR. FRANT: In March.

MR. H CKEY: And that we will be goi ng out
for input and sending invitations to all stakehol ders
and organi zations. It's not our intent that ACMJ
wi || be the vehicle by which we communi cate with ot her
st akehol ders. The ACMJl is free to do that, and we
will solicit input fromthe ACMJ, but we are in no
way saying that the ACMJ is the organi zation that's

responsi bl e for going to the other stakehol ders and - -
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CHAI RVAN CERQUEI RA:  Sure. No, and |I'm

not suggesting that, but |I'mjust saying that for all
of the stakehol ders, they need notice to send peopl e.

MR HI CKEY: Yes.

CHAI RVAN CERQUEI RA: And March 14th is
relatively close. It's three weeks away. So | think
it's inportant to get it out.

And | realize that this is a draft, but
you have gotten conments. The SNM ACNP was very
specific in terns of the guidance docunents, and so
the closer the draft can be to a final the better off
it wll be for everybody.

So all right. Ot her questions or
comments? Jeffrey.

DR W LLI AMSON: Vell, | think in
preparing the draft, when | reviewed the docunent as
it existed about a nonth ago, | guess, | didn't think
enough effort was nade to try and indicate the
spectrum of possibilities that users could have in
i mpl enenting. | was too focused on one set of nodel
procedures.

You know, | think a lot could be done to
anel i orate that by addi ng paragraphs here and there,
i ndicating the areas where alot of flexibility exists

so that it's whoever reads that manual indicates --
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realizes that this is just a possibility, and that
other options can be inplenented and the |icensee
won't be punished for doing it.

CHAI RVAN CERQUEI RA: | |i ked your coment
about sort of a m nimalist docunent which gi ves peopl e
a certain amount of responsibility. Obviously, you
know, it's performance based, risk adjusted. | think
they're very inportant, key words, and if taken to
heart, | think it would certainly reduce the anount of
information that's there for diagnostic and even for
the therapeutic comunity as well.

DR. FRANT: But at the sane tinme, | guess,
"' m conscious of the fact that 1've heard from nany
staff nenbers, particularly |license reviewers, that
they're asked: is there a place | can go to --

CHAI RVAN CERQUEI RA:  Ri ght .

DR. FRANT: -- and find a nodel procedure
that gives nme an idea about what is expected?

And that, as | said, is atension, and to
t he extent that we coul d have joint docunents or that
it coul d be produced by soneone ot her than NRC as, you
know, this is a recomended way to go. That woul d be
fine, and we've done that in other areas.

In the neantine, there's a vacuum and

sonmethingwill fill that and perhaps we can take t hese
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nodel procedures and have t hemsonepl ace el se that are
avai | abl e, but they're not seen as required even with
alittle r.

CHAl RVAN  CERQUEI RA: I think the
prof essional mnedical societies would certainly all
gi ve you their cooperation in an effort to get this
done. The only point I would nake is to try to get
sort of a broad representation.

You know, for the reactors, you had a
single entity, | guess, produce a docunent. I
think --

DR. FRANT: You woul d think they are nore
nonol i thic than they are, but each utility has its own
phi | osophy.

CHAl RVAN CERQUEI RA: Right, right. |1
think just to keep us on tinme, again, being cognizant
of the flight schedules, I'd like to thank --

DR. FRANT: GCkay. Well, I'mgoing to stay
because | have arole in the next presentation. So --

CHAI RVAN CERQUEI RA:  kay, but again, |
think it was an excellent presentation. | especially
| i ke the specifics with the dates, the tine |ines and
everything else, and it would be very useful to the
commttee if we could get Angela to E-nmail those out

to us so that we can go back to our constituents.
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DR. FRANT: Ckay.

CHAI RVAN CERQUEI RA:  Thank you, Susan.

Ral ph.

MR. LIETO Dr. Frant, just to clarify,
the March neeting and its purpose, is it to get
st akehol ders there and how to best get the revised
docunent addressed or is it to address how these
public neetings are going to be conducted?

" mstill unsure as to what the March 14th
neeting --

DR. FRANT: It's nore about what the
public neetings -- what role they can play in
i nfl uenci ng the gui dance docunent, you know, and who
shoul d be there and how we can best get comments and
i ncorporate theminto the final document. So it's a
pl anni ng neeting for the nmeetings in April. 1Is that
clear?

MR. LIETG Thank you.

CHAI RVAN CERQUEI RA: Dr. Frant, you've
done such a great job with tinme lines. | guess the
one thing I"'mstill unclear on is that, you know, we
saw the subm ssion that the Conm ssioners sent to
Representati ve Call ahan, and have they heard back?
VWen will they hear back? That's kind of a key

question in this, isn't it?
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DR FRANT: | agree.

CHAI RVAN CERQUEI RA:  The answer is?

DR, FRANT: The answer is that in the
letter we sent to Congress, and | guess it's been
st at ed enough ti mes, and t he Chai rman, | believe, made
some phone cal | s t o key congressi onal representatives,
to make it clear that the intent of the Commi ssi on was
to publish the rule 30 days after the date it was sent
to Congress.

So we hold our breath because if there's
some strong sentinent anong the legislators to tel
us, no, you don't have perm ssionto use the nonies in
your budget to inplenment Part 35 and you're not to
publish it, that may happen. And that's what
Marjorie, | think, was alluding to.

There's no guarantees except if you buy a
washi ng machi ne from Sears, and -- sorry.

CHAI RVAN CERQUEI RA:  Ckay.

DR. FRANT: But, | mean, it's the truth.
And so at the sane tine, | think that just ny personal
sense is that the Chairman and the Conm ssioners did
sone leg work and fully intend to publish it and
bel i eve that they won't have a |l egi sl ati ve change, you
know, with sone | egislation.

So |l think the optimstic glass half full
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viewis that within 30 days of sending the report to
Congress, we will send the Part 35 as it stands to the

Federal Register to be published and to be effective

six nonths after the date of publication.

We're working to that. You're assum ng
t hat .

CHAI RVAN CERQUEI RA:  Ri ght.

DR. FRANT: But it isn't thereuntil it's
t here.

CHAI RVAN CERQUEI RA: That' s great. That's
very useful then

Al right. Well, so this section is now
status of the NRC Wb site in terns of security
restrictions, and John Hickey is going to cover
el ectronic foruns; is that --

MR HI CKEY: Correct.

CHAI RVAN CERQUEI RA:  And the Web site is?

MR. HICKEY: Dr. Rathbun is here to talk
about the Wb site.

DR. FRANT: Ckay. Pat, before you start,
| want -- Dr. Dianond, you nmde sone comments
yest er day about bad peopl e usi ng good stuff to do bad
t hi ngs, and you know, there's --

DR. DIAMOND: | like that. | like that.

(Laughter.)
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DR.  FRANT: So |I've been working with

FEMA, and John Hi ckey has been working on a |l ot of not
for public discussion or not for public release
i nformati on about things that could be done wth
radi oactive material, not therapeutic and not
di agnostic. And the issueis | knowthe advi sory that
went out to all of our materials |licensees said that
you shoul d safeguard the material nore so than you
have in the past, and | think the suggestion in the
advi sory says sonething about looking at it as a
control |l ed substance and some of the safeguards you
have for controll ed substances.

| have the sense that you' re working on
gui dance to send out to nedi cal |icensees on what they
can do to sort of inplenent that request of the
advi sories to | ook at nore saf eguar di ng of radi oacti ve
material when it's used in nedical applications.

DR. DI AMOND: Not specifically. \%%
general comments regardi ng bad peopl e doi ng bad t hi ngs
wi th good materials was nore of a general informative
point that the societies are trying to go and just
educate their constituent nmenbers as far as basic
resources and procedures that are out there in case
one of these events shoul d happen.

DR. FRANT: Onh, okay. So this would bein
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response to.

DR. DI AMOND: Mre of a response. | can
tell you that in many, many radiation safety
organi zations or conmmttees across the country there
i's, however, a formal nove to safeguard these
materials nmuch nore cautiously. For exanple, our
institution, where the board scope holder really
serves to oversight many, many smaller facilities,
we' ve taken steps to take sone prograns where very,
very little manual brachytherapy is done and go and
consolidate those materials into a central |ocation
where obviously safekeeping and oversight is nuch
better.

Perhaps | can ask a nmenber of the
audi ence. Nancy Daly is here. Nancy, do you happen
t o know of f hand any nore specifics with respect toif
Dr. Frant's questions is actually being | ooked at in
that conmttee?

M5. DALY: No.

MR. HI CKEY: Step to the m crophone and
i dentify yourself.

M5. DALY: Nancy Daly from Astro.

Again, we're nore specific toif it were
to happen what would be the nechani smthat woul d be

put in place, and what resources could radiation
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oncol ogi sts offer tothe communities whereit happens,
and --

DR. DIAMOND: All right. Could I -- I'm
sorry.

DR. FRANT: What | was going to say is,
okay, so | m sconstrued what you sai d because what |
was going to offer is if we could play a role in
havi ng our saf eguards group reviewthings for you, we
woul d be glad to facilitate that.

DR. DI AMOND: And | was going to say that
| think that as you bring this up, this is an
excel l ent point that woul d be wel coned.

DR. FRANT: Ckay. Because we have, of
course, a safeguards group that's been working with
the intelligence comunity and with others about
i ssues related to radiol ogical dispersion devices,
radi ol ogical emtting devices, REDs, RDDs, and of
course, i ndependent |y devel oped nucl ear devi ces, whi ch
| think is not an issue --

DR. DI AMOND: Correct.

DR. FRANT: -- because it's fissile
material, but the RDDs and the REDs are things that |
guess there are nedical use isotopes that could be
i nvol ved.

DR. DI AMOND: | think we all recognize
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just as you're alluding to that if a bad person want ed
to do bad things with good materi al s, that going after
hospi t al supplies or material s woul d be,
unfortunately, a way to go, and therefore, we could
certainly wel cone that advi ce.

DR. FRANT: Vll, | guess if as a
conmmunity there's some work, then we could put you in
touch with some of our safeguards peopl e.

M5. DALY: Yeah, and we're al so working
wi th the Ameri can Col | ege of Radi ol ogy and t he physi cs
AAPM  So --

DR FRANT: Ckay.

CHAI RVAN CERQUEI RA: Dr. Nag had a
conment .

DR. NAG Dr. Cerqueira and Dr. Frant, at
the I ast ACMUl neeting there was sone di scussi on t hat
if something bad were to happen, the ACMJ would
probably be one of the first ones contacted, and nmuch
di scussi on about that. And there should be sone
formal nmechani sm how t he ACMJl shoul d behave shoul d
anyt hi ng happen.

DR. FRANT: Well, we can tal k about havi ng
some kind of a secure briefing.

DR. NAG Right, and | think one of the

things at the last nmeeting, that an action item was
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that the NRC woul d come back to whether we will have
sone training session or at |east some briefing
session so that we can know how to react to the news
nmedia, how to react to the people nearby, and you
know, how we can train the other people.

DR. FRANT: Well, we have sone materials
t hat we' ve prepared wi th many ot her federal agenci es,
i ncl udi ng HHS and FEMA t hat are for federal governnent
use. Let nme see if that can be distributed. [|'mnot
sure. It's official use only, but I'mnot sure how
other -- I'mlearning about the different |evels of
protection. | know classified and noncl assifi ed.
There's a new one com ng up that | guess Pat can tal k
about, which is the Ofice of Homeland Security is
comng up wth a honeland security sensitive
designation, and that's sonmething we're working
t hrough. That woul d be a new designati on.

DR. NAG At the last neeting we were
tal king about sone official training and official
briefing that the ACMJ should receive.

DR. FRANT: Ckay. Well, I'mgoing to |let
John and Angela work that out.

CHAI RMVAN CERQUEI RA:  So do we want to make
that an action itemthen?

PARTI CI PANTS:  Yes.
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CHAI RVAN CERQUEI RA:  To basically --

DR. NAG It was nade the last tinme. So
| think we would just repeat the sane thing.

CHAI RVAN CERQUEI RA: Again, for the
transcribers, if you could somehow highlight this, it
woul d be i nportant.

DR NAG The action itemwuld be
that ACMJUI nenbers have a training session and/or a
briefing for any untoward accident in nuclear --

DR. FRANT: Well, it woul d be potential --

DR. NAG | don't want to use the wong
wor d.

DR. DI AMOND: Mal evol ent .

3

FRANT: | can never pronounce that.

DR. DI AMOND: Mal f easant.

DR.  FRANT: Right. You know, in G eat
Neck Hi gh they never taught nme that. Anyway --

CHAI RVAN CERQUEI RA:  Al'l right. W should
-- | really want to try to keep on schedule. So why
don't we go on to this section, and nmaybe, M.
Rat hbun, if you could, we've got 15 m nutes, John, to
do this section.

MR HI CKEY: Yeah, that's fine.

DR. RATHBUN. It will be very short, not

a probl em
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Thank you very much.

This is my name tent. Well, that's all
right. "Answers to the name of Pat frequently."
Ckay. Al right.

As you probably know, after Septenber
11th, inconsultationw th the Justice Departnent, the
NRC did cl ose down the public Web. Access to ADAMS
was still available to those people who had al ready
had access to ADAMS.

CHAl RMAN CERQUEIRA:  I'msorry. \Wat's
ADAMS?

DR RATHBUN: Al right. ADAMS is a
docunent nmanagenent system for the agency called
ADAMS, and it's essentially where the NRC stores
el ectronically all of its docunents, and if you --
it's available to the public. You can just sinply
cone in and | ook at whatever docunents are in there,
and theoretically it is the official record systemof
t he NRC.

So you can see i mredi atel y t here were sone
i nteresting paradoxes because we had the Wb cl osed,
but we had availability of ADAMS to people who had
already had it.

So tine passed, and Susan began to head a

proj ect whereby we were maki ng deci sions about what
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shoul d cone back to the Wb, when it's avail abl e, and
what should be if not renoved from ADAMS, at | east
significantly safeguarded.

Now, as you can i nmagine, this was a huge
task. It was also carried out very rapidly because,
you know, people were very, very concerned. It
i nvol ved both the reactor side, as well as the NMS
si de.

What did we real ly take down t hat coul d be
of interest to you?

I n our fact sheets, we had a fact sheet on
t he medi cal use of radioisotopes. The reviewer said
drawi ngs attention to the fact that sone nedica
facilities have sone very hot sources.

At that time, that docunent was taken and
classified. Well, "classified" is the wong word.
And marked sensitive.

We also had another fact sheet on the
bi ol ogi cal effects of radiation, which the reviewers
at that tine, and you can see they were very cauti ous,
sai d, "Contains | anguage concerning cancer threat."

So the current decisiononthesethingsis
to put the biol ogical effects of radiation fact sheet
back out onto the Web, but so far not the nedical use

of radi oi sotopes. So that's sonething that you may or
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may not want to comment on, not necessarily here, but
we're going to hold that back.

The  ACMUI transcripts are public
i nformation, and they are avail abl e. | MNS Managenent
prior to you actually reviewed that and felt there was
no reason to pull that back. So unless | hear, you
know, violent opposition here today, that wll be
goi ng back on the Web.

NUREG 6642, the risk docunment which, you
know, contains the detail ed we feel kind of scenari os
or howto nmake trouble, that was renoved. It is still
off the Web. No plans to go back.

Now, so that's where -- yes, sir.

MR. LI ETCO So none of the NUREGs are
avai l abl e? Because it's ny understanding --

DR RATHBUN:  No.

MR LI ETO -- the RegCuides and the
NUREGs are not avail abl e.

DR. RATHBUN: Vell, let me go to that
part.

At the sane tinme that this was going onin
response to closing the Wb due to the terrorist
activities, there was an activity going onto nore or
| ess straighten out the Web and cone up with a new

desi gn.
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What's happening now is docunments are
returning to the new Wb, but with this sort of cl oak
of security. | don't know today if the NUREGs are
back, but unless --

PARTI Cl PANT:  They're not.

DR. RATHBUN: They're not. GCkay. Unless
t hey' re marked "sensitive" i n ADAMS you shoul d be abl e
to get them but they are com ng back.

MR. HI CKEY: Excuse ne. Another way to
say that is if they were previously public, they will
be put back on the Web public with a few exceptions --

DR. RATHBUN: Ri ght.

MR.  HI CKEY: -- generally that won't
affect nedical |icensees.

DR. RATHBUN: Yeah, | think the only one
is that 6642, and if there were inplications in any of
the risk work, I know Law ence Kokaj ko has spoken to
you about the activities of the R sk Goup, the
results of that project are being withheld until we
determine if there are risk scenarios that could
sinmply lead the way to a terrorist.

Now, | nean, as you well know, this puts
us in quite a bal ance between what people really need
to do their business and what, in fact, m ght be used

by bad people to do bad things with good material. So
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what's happeni ng?

Vell, we're working on definitions and
policies sort of very, very, very hard. | nmean,
there's a group of people whose major job is now to
work on this and try to get as nuch information back
out on the Wb as we possibly can.

We are working on this both within NRC
but also with Honel and Security, and what Susan was
referring tois called -- it's a new classification
for information, and it's called sensitive honel and
security information, which people are calling

"sushi . So if you hear peopl e speaking of "sushi,k"
that's what they're tal king about.

And Honeland Security's definitions
currently are pretty general, but it's not at all
clear to us exactly where they're going.

Un- huh?

DR WLLIAVBON: |I'malittle concerned at

what you've just said. It seens to nme --
DR RATHBUN: |'m not surprised.
DR, W LLI AMSON: -- that it's totally

ridiculous to take the nedical use fact sheet off of
the Web. You can go to any textbook on radiol ogi cal
sciences and learn that high intensity radiation

sources are used for radiotherapy or for nuclear
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medi ci ne.

DR RATHBUN: | totally agree with you.

DR. WLLIAVMSON:. And so | think a nore
realistic screening of the materi al needs to be nmade.
| thinkit's appropriate to w thhold details about the
operational characteristics of specific sites, such as
power plants that woul d perhaps aid in soneone, you
know, | aunching a specific attack or action.

DR RATHBUN: Right, exactly.

DR. W LLI AMSON: But to w thhold genera
mat eri al about the operation of the NRC, about the use
of radioactive mterials in general, and its
activities, | mean, | think that's infringing upon
your charge --

DR. RATHBUN: You're absolutely right.

DR. WLLIAMSON: -- as an open and public
agency. So | --

DR. RATHBUN: In that one we totally agree
wi th you, and there are about six fact sheets that at
the time it seened like -- you know, it seened |ike a
good idea at the tine right after Septenber 11th to
pul | everything that even, you know, had any hint.

There's a whol e pil e of them about seven,
that | suspect will go back just next week. So, you

know, | totally agree with you. If we erred in the
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beginning, | think we erred on the side of probably
overly cautious, and | think that what you see from
the Commission is a nmove now to be nuch nore
realistic.

DR. FRANT: The Conm ssion has directed us
to go back and make sure that we're not doi ng exactly
as you're suggesting. At the same tine, the Seal ed
Source and Devi ce Registry, for instance, we've nmade
t hat password protected, and only if you have a
password can you used the Seal ed Source and Device
Regi stry, on the assunption that there are detailed
drawi ngs that can give sonebody an idea on how a
devi ce coul d be dismantled or whatever.

It may be that unless you know where the
device is it wouldn't matter if you knew what to do
with it, and you would only get that if you put one
and one together, one being the Sealed Source and
Device Registry with its detail ed docunments and t hen
found |icensees' nanes and who is using that device
and a map of where they were.

On the other hand, it's clear fromsone of
the intelligence that we get that there are peopl e who
arewilling to do al of that | eg work. So you want to
make it a little nmore difficult.

And we did have many, nmany evi dences of
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hits com ng fromall over the worldto different parts
of the NRC Wb site, and it may be things that are in
a textbook, but the Wb is very accessible, and so
there was a very conservative decision nmade right
after 9/11 that we'll just put the Web down and wait
until we figure out what we can put back up.

And as Pat said, we're doing two things at
the sanme time, which sonmetines confuses the issue,
which is putting things back up, but putting it back
up on our new Wb format. So it's taking a little
| onger to get sonme of the NUREGs back up, but they are
slated to go back up, and I don't know exactly what
the date is, but they've been in waves.

And as with the rest of what we do here,
t he reactor stuff went back up stuff, and the nmedi cal
stuff will follow.

CHAI RMAN CERQUEI RA: Ri chard, did you have
a question?

DR. VETTER Yeah. The informationinthe
public document roomis also readily accessible.

DR. FRANT: Absol utely.

DR. VETTER And |I'mnot sure howthat --
sure, it's easier to go on a conputer, and you can do
that --

DR. FRANT: From anywhere in the world.
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DR  VETTER -- from anywhere in the

wor | d, but the public docunment roomis also there. My
guestion relates to information that at |least in the
past has been avail able in the public docunent room
and that is: is there information either in the
license literature or in enforcenent literature that
woul d reveal the | ocation of radioactive materi al s at
a nedical center?

DR.  FRANT: I'"m sure there is, and I'm
sure in enforcenment docunentationthisis somethingwe
have been | ooking at. There are discussions of
vul nerabilities that need to be corrected, and that's
al so probl ematic. Becauseif it hasn't been corrected
yet, then it says you have a problem

| was | eading the teamthat did the review
at Nl Hwhen t hey had t he P-32 cont am nati on, you know,
and we had docunments on what the security i ssues were.

DR. VETTER Yeah, personally | woul d vi ew
that as nore problematic than having NUREGs and so
forth out on the Wb.

DR FRANT: Yeah, and | think you're
exactly right, and it's one of Pat's issues, is to
come up wth guidance that helps us make those
deci sions so that we don't nake it on each docunent,

but we make it on categories of docunents.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

174

Ri ght now - -

DR RATHBUN:. |If possible, if possible.

DR. FRANT: Right now the things are in
t he publ i c docunent roompartially because you have to
go there. You have to signin. W know who's | ooking
at the stuff, and that's part of what we're | ooking
at, is who has access, not only --

DR. WLLI AMSON: Maybe that is a better
approach to your problem is totry to define -- nmake
an application systemfor people to get passwords so
that they could have access to a broader scope of
i nf or mati on.

Rat her than trying to classify every
singl e docunent, you could screen people who have
access and supply passwords to users fromthe nedi cal
center who need to get into this stuff.

DR. FRANT: Yeah, well, we have to be

careful --

CHAI RVAN CERQUEI RA:  Just in terns of --

DR. FRANT: -- that we don't use criteria
that --

CHAI RMVAN CERQUEI RA: Right. In terns of
the Commttee, | need to give John sone tinme for his

forms. What specific questions do you have for the

Committee relative to this?
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DR. RATHBUN: Honestly, | didn't have any

guestions. | just wanted --

CHAI RVAN CERQUEI RA:  Just information.

DR. RATHBUN. -- to informyou, and |I'd
| ove to hear fromDr. Lieto.

MR. LI ETO First of all, | use ADANMS
fairly frequently because you can use it to confirm
trai ning and experience, credentials of new users at
your facility as to whether they were actually
| i censed or not and what |icenses they were on.

Regardi ng Di ck' s question, yes, there are
floor plans and | ocations of where stuff is because
basically alicense applicationis full copiedinits
entirety. So that information is there.

My concern is that there's a lot of
i nformati on as an RSO and a physicist that you want
access to the regs., you know, current versions of the
regs., which are sonetines very difficult to get, and
| --

DR. FRANT: Those should be up there.
Those shoul d be up now.

MR. LIETG But lots of tinmes though --

DR FRANT: W'l check.

MR LIETG Part of the issue is like if

you want a copy of Part 35, you' ve got to go through
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and copy each section. There are not entire parts
t hat you can download for distribution to users and
for training purposes, and so forth. The sane thing
with like Part 20, Part 19.

DR WLLIAMSON: Onh, it's terrible.

MR. LIETO Those types of things. So
it'sverydifficult, and | would think that that woul d
be very hel pful.

Anot her comment regarding what you're
pl anning to do with the NUREGrevision. To nme there's
going to be a lot of people who can't get to these
nmeetings and so forth, and | would see that the Wb
site is going to be really critical because of the
time frame for peopl e t o make conment s and suggesti ons
and want to get input to the NRC

So | know t hat when the original Part 35
revi sion when out there was a site, and | think it was
at Lawence Livernore, but | could be wong, where
peopl e coul d have di al ogue on the issues, and it was
nonitored, | think, by the NRC staff for comment.

| don't know how beneficial it was to the
staff or not, but there's got to be, | think, that Wb
site mechanism for communication on this Part 35
revision that | think is really inportant.

And | know I' m being | ooked at over here
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about the clock and so forth, but, hey, I've got the
m c.
DR FRANT: You bet.

MR LIETO So |l think the Web site is a

very --
CHAI RVAN CERQUEI RA: | coul d cut you off.
MR LIETG -- is very inportant.
DR. FRANT: Well, I think we intend to use
that. | don't see Roger, but the last |I heard, the

staff planned to have that Wb site up.

MR LI ETO Now, the other issue is
regardi ng ADANS. Because of the way of accessing
ADAMS, if you have firewalls, it's very, very
difficult to access ADAMS, especially for Iike |arge
centers and so forth. In fact, the only way | can do
it is via amdem | can't do it via our hospital
network, which is a very slow process.

And so if you've got a sizable docunent,
| mean, you've got to basically kind of do this
over ni ght . So, you know, to look at get sizable
NUREGs and things like that to download, it is not
easy. In fact, it's very difficult to do it because
you've got to do it via nodem

DR. FRANT: Yeah. We'Il pass that on to

our Cl Ofol ks who have done the Wb redesign. | think
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they tried to address that. This has been a conpl ai nt
by many, many groups. W' ve been accused of using the
Wb as a way to di senfranchi se peopl e who didn't have
computers and elitists and all of that.

CHAI RVAN CERQUEI RA: | suggest that we
take a break. Let John cut into Don Cool's tine a
little bit, and if people have --

DR RATHBUN: That's fi ne.

CHAI RVAN CERQUEI RA: No, but if people
have specific questions for Dr. Frant and Rathbun,
just ask them now. Ckay?

DR. RATHBUN. Yeah.

DR FRANT: We'll be here.

CHAI RVAN CERQUEI RA:  Thank you very mnuch.

(Wher eupon, the foregoing matter went off

the record at 10: 06 a. m and went back on

the record at 10:22 a.m)

CHAI RVAN CERQUEI RA: | was tal ki ngto John
during the break, and we have every intent of being
conpleted by three o' clock. Alot of theitens after
the three o' cl ock break were really sort of dealt with
to sone extent.

I"d also like to nmention that, you know,
| think the Conmttee nmeets. Mbst of us, this is not

our main |line of work, and for sone of these this was
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very informative, but it would be very useful if we
had some questions that they wanted to ask us
specifically, and if they're going to sort of update
us on sonething, having the material sent to us ahead
of time would allow us to view it on the plane, if
not hing el se, so that we could provide sonme useful
i nput into the NRC on these itens.

So, again, | think sone of these updating
the Commttee on factual itenms, we should get the
material ahead of tine, and if there are specific
guestions that they have for the Conmittee, | think
t hese, again, should be clearly stated. O herw se we
just have a nice dialogue and we get a little bit of
i nformati on and we exchange cards, but we could be
much nore useful and productive if we knew ahead of
time what they're going to present and what
i nformati on they want fromus specifically.

MR. HI CKEY: Yes, we agree with that, but
| et me just point out a couple of considerations. One
is this was in response to a request from the
Conmittee to place this on the agenda. It wasn't that
the staff --

CHAI RVAN CERQUEI RA:  Ri ght .

MR. HI CKEY: -- had questions they wanted

to bring to the ACMU
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The other is we agree that we need to
provide you with material advance, but an exanple in
this particular case is where it involves security
consi derations we have to be careful what we put down
on paper.

CHAI RMAN CERQUEI RA:  Sure.

MR. H CKEY: And was you heard, thisis a
dynam c situation where it's unclear what's being
rel ease to the public and what's not.

CHAI RVAN CERQUEI RA:  That's under st ood,
and we are certainly aware of those factors, but
again, to get nore business done, it's inportant to
have it.

Al right. Well, the next itemthen is
going to be John with the el ectronic formns.

MR.  HI CKEY: Yes. Dr. Cool is in a
nmeeting that should have ended by now. So we're
expecting him nonentarily, and M. Lohaus is in a
nmeeting al so, but we expect himto be here on tine.

Wth respect to the el ectronic fornms, and
| think sone of Ralph Lieto's remarks were a good
introduction to this, we would |like for the Wb site
to be nore user friendly and nore useful, and so we
will be putting electronic fornms, in general, up ont

he Web nore, and in particular in the nmedical area
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where there are forns that are useful, such as an
application formor a reporting form

We're going to have that as part of the
medi cal tool kits, Web tool kits, so to speak, that
t hat's anot her resource that instead of having to get
the fornms through the mail in hard copy or Xerox them
out of sonething, you can downl oad themand fill them
out, and perhaps even submt themelectronically.

So that is one thing we're working on, and
we' re al so | ooki ng at ot her user friendliness issues.

Ral ph pointed out one that's cone up
before, the issue of our regulations. If you're
reading them the way that they are on the Wb, if
you're just reading themon the Web it's fine, but if
you want to downl oad the whol e docunment, you can't
just click Part 20 download. You' ve got to click
20. 201, 20.203 and download each one of those
i ndi vi dual | y.

So that's an agency-w de i ssue, not just
a nedi cal issue, but that's sonmething el se we'll have
to work on.

CHAI RVAN CERQUEI RA: Good. So that's it
on forms.

MR. HICKEY: That's it. "1l take any

guesti ons.
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CHAI RMAN CERQUEI RA:  And Dr. Cool is still

not here.

MR.  HI CKEY: Unfortunately. We just
called up there. He's going to conme down as soon as
he gets out of his other neeting.

DR. VETTER: Can | just nmake one conment ?

CHAI RVAN CERQUEI RA:  Yes, please.

DR. VETTER: The public docunent roomdoes
provide -- | don't know if that's -- it's sone
el ectronic connection of the public -- not public
docunment room

The Governnent Printing Ofice. You can
downl oad entire chapters fromthat. At |east, unless
sonet hi ng happened si nce Septenber, | have done t hat
in the past.

MR.  HI CKEY: From the Code of Federal
Regul at i ons.

DR VETTER  Yes.

MR,  HI CKEY: Yes, but that's not user
friendly for you to have to go -- you know, we'd |i ke
to have it you go to the NRC Wb site; you go to the
medical area; and it's all right there. That's our
goal .

DR. VETTER. Can you I|ink?

MR HI CKEY: W can, but | don't know i f
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that's the best way to do it because that involves,
you know, relying on another server and goi ng out of
t he system and coning back into the system

CHAI RMAN CERQUEI RA:  Yes. Now for the
sake of time, it looks like the next two speakers are
not going to be here. Bob Ayers is here. John and |
had tal ked that there's sone sort of stakehol ders. |
guess is there -- is there a reason we coul dn't nove
that up on the agenda now?

DR AYERS: | don't have ny slides here.

CHAI RVAN CERQUEI RA: Okay. So | guess we
can't do that.

DR. AYERS: | can go up and get them but
it would take a few m nutes.

CHAI RVAN CERQUEI RA: Vel l, nmaybe vyou
shoul d, and what about na update on new | VB devi ces?

MR. HI CKEY: | can go ahead and t al k about
i ntravascul ar brachyt her apy.

CHAI RVAN CERQUEI RA:  Yeah.

MR. HI CKEY: Before you do that, woul d you
like to talk about the three o'clock, to see if we
could --

CHAI RVAN CERQUEI RA: W coul d touch --

MR. HI CKEY: To the extent that the three

o' clock itens need further di scussion, we coul d cl ose
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t hose out.

DR. WLLIAMSON: O we could decide the
next neeting date.

CHAI RVAN CERQUEI RA:  Ckay.

DR WLLI AMSON: There are sone other
adm ni strative things we could prepare.

CHAI RVAN CERQUEI RA:  All right. So the
di stribution of ACMJ neetings.

MR, HI CKEY: M nutes.

CHAI RMAN CERQUEI RA: M nut es. | think
we' ve agreed that it's, you know, two weeks before the
time of the neetingitself, if not sooner, is idea, so

people can review it if there are issues.

And I'mcertainly willing to | ook at the
itenms as they cone tonme. | will not conmt to going
t hrough the transcript of the entire neeting. | think

we've sinplified it, you know, with Dr. D anond's
suggestion to try to cone up with specific agenda
itens. So --

MR. H CKEY: To be clear, the m nutes wil |l
be cl ear on what the action itens and resol utions were
and what the staff's response was to those as a
separ at e docunent.

CHAI RMAN CERQUEI RA:  So, agai n, we've got

a policy, and we just have to enforce it.
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Ral ph?

MR. LIETO | just had a question. Were
are the transcripts of the mnutes or -- excuse ne --
of the neetings? They're in ADAMS only? |Is that
where they're at or are those supposed to get
distributed to the nmenbers?

MR, H CKEY: Well, let me ask Angela. |I'm
not sure you want them distributed, but go ahead.
Speak into the mc

CHAI RVAN CERQUEI RA:  Trust ne. You don't.
It's huge.

MR, LI ETO Vell, | was just thinking

MR. H CKEY: Well, let Angela answer the
first questions.

M5. WLLI AMSON: The transcript is placed
into ADAMS after Dr. Cerqueira certifies it, and that
can typically take from the tine that we get the
transcript, that can typically take about 30 days.

Yes, Dr. WIIlianson.

DR. W LLI AMSON: Is it possible we can
have access provided to ADAMS for the nenbers of the
Committee and then E-mail given to us to direct us or
to inform us when the transcript and mnutes are

avai l abl e, and then we could go | ook at themon |ine?
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VS. W LLI AMSON: That's a routine

announcenent that's made in the Federal Reqister

noti ce about when the transcript is available. So
you' re asking for us to notify you precisely whenit's
avai | abl e?

DR. W LLI AMSON: Right, because we don't

all read the Federal Reqgister every day.

M5. W LLI AMSON: Right, but it is in
your --

MR. H CKEY: We can notify you by E-nmail
of the availability and howto access it. Anybody can
access ADAMS. You don't have to be given access to
ADAMS.  Any menber of the public --

DR. W LLI AMSON: Ckay, but if you can tell
us when and where --

MR HI CKEY: And how, yes.

DR. WLLIAMSON: ~-- it's on the Wb, and
how, that woul d be real | y ni ce because we' re not goi ng

to read the Federal Register every day to find out.

MR. HI CKEY: Go ahead.

MR. LI ETO | was going to say because
usual | y docunents have sort of a weird I D nunber, if
"' mnot m staken, in ADAMS. So you know, if we even
have that nunmber so that we can go in and find it.

CHAI RVAN CERQUEI RA:  Ckay. Dr. Cool is
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here, and while he's getting set up, an update of the
ACMU byl aws. What did we change? Were there any
changes or is this --

MR. HI CKEY: It was pointed out that there
needs to be an update with respect to the terns. The
| ength of terms of nmenbers has been changed, but the
byl aws haven't been updated. So we will update that
and any ot her adm nistrative changes.

And | woul d suggest that we contact the
Committee by E-mail with the revision, and then for
t he next meeting t he approval of the change woul d j ust
be a formality. It would have al ready been revi ewed.

But the main concern was they did not
reflect the correct length of ternms. They just had

not been updat ed.

CHAI RVAN CERQUEI RA: Ckay. | have to
admt | haven't read themfor a while, but they're
here now.

Is this a revision that -- okay.

MR. HI CKEY: Can you explain what's been
handed out, Angel a?

M5. WLLIAMSON: To save tine, | handed
out the proposed change to the byl aws so t hat when we
get to the point in the agenda when we tal k about

updating the bylaws you can read what the proposed
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change is, and you have the current version of the
byl aws al ready in your briefing binders.

So that's all that that is.

CHAI RVAN CERQUEI RA: So the only thing
that's changed is the termof an appointnent to the
Conmttee is three years and the Conm ssion has
determ ned that no nmenber may serve nore than two
consecutive terns, or a total of six years.

M5. WLLIAMSON: Right. The total anount
of time hasn't changed. It's just that the terns have
been | engt hened.

CHAI RVAN CERQUEI RA:  Ckay.

IVS. W LLI AMSON: That's the only
di fference.

CHAI RVMAN CERQUEI RA: Does anybody have any
concerns about that, questions or disagreenent with
t hose changes?

MR. LIETO No, | think we've just got to
vote on it.

CHAl RVAN CERQUEI RA:  Yeah. Do | hear a
notion to approve?

MR. LIETG | nmake a notion to anmend the
byl aws, Section 3.1, to reflect the Commttee
appoi ntnent termlength as docunented here.

DR. NAG One question.
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CHAI RVAN CERQUEI RA:  Yes.

DR.  NAG How would those who are
appointed for two years and now we have a three
year -- | mean the new appoi ntee, no problem \What
happens to the ol d appoi ntees?

M5. WLLIAMSON: Can | answer that? It's
sinply an admnistrative change so that the
appoi nt nent process --

MR.  HI CKEY: No, the question is: S
t here anybody on the Conmi ttee nowthat was appoi nted
for two years?

DR NAG Yes.

CHAI RVAN CERQUEI RA: | think nost of us.

DR. NAG All.

M5. WAGNER SCHWARZ: Al'l of us.

CHAI RVAN CERQUEI RA: Was it for three
years?

DR. WLLI AMSON: The bylaws are out of
step with the current process.

M5. McBURNEY: W th the process.

CHAI RMVAN CERQUEIRA: So it sounds i ke,
you know, the process was changed, but the byl aws
weren't.

MR HI CKEY: Correct.

CHAI RVAN CERQUEI RA: | have to -- okay.
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Al'l right. So that's been clarified.

MR. LIETG Second Ral ph's notion.

CHAI RVAN CERQUEI RA: Second Ral ph's
notion. Any di scussion?

(No response.)

CHAI RMAN CERQUEI RA: Al l the vote. All in
favor?

(Chorus of ayes.)

CHAI RVAN CERQUEI RA: Opposed?
Abst enti ons?

(No response.)

CHAI RVAN CERQUEI RA: (Okay. So this has
been passed, and we've dealt with that.

Dr. Cool, | apol ogize for taking sone of
your time, but we'll give it to you if you need it.

DR. COOL: Thank you, Dr. Cerqueira.

And let me welconme you here. Wth the
nunber of the other things going on in the agency I
haven't had the tinme | woul d have |liked to have had to
be with you on the large variety of subjects today.
This may, in fact, not necessarily need as nmuch tine
as may have been on the agenda. So | may, in fact, be
able to help you just a little bit.

On the other hand, this is an area which

is a little bit different from that which the
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Conmittee typically has an opportunity to get a view
of because | wanted to spend a few m nutes and | et the
Conmittee have a little bit of information about sone
of the activities that are going on internationally
because there is a great deal of activity going on
outside of the United States, outside of this
particul ar set of activities that we have here in the
Nucl ear Regul atory Comm ssi on.

And bot h because it i s of general interest
because of the interactions that we and t he states and
vari ous professional societies may be engaging on in
anot her one of our lives, as well as the potenti al
i mplications that this may have | ong termfor sone of
the activities or interactions that we may have, and
because | believe it poses a newopportunity for us to
at | east consider ways to influence activities on a
br oader scale, and so for those variety of reasons, |
wanted to give you a little bit of background
i nformation of some of the things that are going on
and sone of the recent discussions that have taken
pl ace.

The particular event which tripped ny
request to spend a few m nutes was an | nternational
At om ¢ Ener gy Agency Techni cal Conmi ttee neeting which

t ook place about two and a half weeks ago, and it was
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titled the "Developnent of an Action Plan for
Radi ol ogi cal Protection of Patients."”

Now, that m ght seemlike a very strange
title for someone from the Nuclear Regulatory
Conmi ssion to then be headed overseas on, but, in
fact, under that title |lies the current set of |AEA,
| nt ernati onal Atom c Ener gy Agency, activities rel ated
to the practice of nedicine and radiation.

| AEA, as the states have here in the
United States, has a view for all of the different
ki nds of uses of radiation in nedicine. This is
everything from the esclorays (phonetic) and the
fluoroscopy to the biopartic (phonetic) materials to
the PET, to the entire gamut of activity. So it goes
wel | beyond NRC s particular jurisdiction

And they have had in place for al nost as
|l ong as the agency has been in place a series of
activities that they' ve been |looking at to try and
support their nmenber states in the safe use of
radi ati on and radi oactive materials.

The I nternati onal Atom c Energy Agency i s
a U N agency, and so their nmenber states constitute
in the broadest terns the nenbership of the United
Nations. 1In nore specific terns, there are a set of

menber states of | AEA, sonewhat of a subset, but it's
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still some 150 or so different countries, and so t hey
face arather interesting chall enge of everything from
things like the United States and Geat Britain,
France, the various folks in the European Union, and
ot hers who have rat her devel oped and refi ned prograns,
| ongst anding sets of regulations, practices, and
activities and focuses, to folks in sonme of the
smal l er countries, sone of the newly independent
states in a variety of places where the first and
forenpst questionis: isthere any sort of regul atory
i nfrastructure and i nformati on? Does anyone know what
t hey actual ly have and what they're actually doing in
usi ng the radi oactive materials not only in nedicine,
but in all of the various attributes, a lot of the
i ndustrial sources, radiography and ot her things?
But nedicine tends to be the area where
they are nore | i kely to actual |l y have | arge sources in
sone of these under developed or just devel oping
menber states as a result of teletherapy units or
ot her things. A physician, a physicist, sone
combination of folks returning to their country,
havi ng been educated here or in Europe, and taking
with them sources and equi pment in order to set of
practices, and that has over the course of time, of

course, gotten people into trouble in various and
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sundry forms both in terns of the securing and contr ol
of the material -- witness, for exanple, the Guyana
event for nownore than ten years where a tel et herapy
unit was no longer being used, was nore or |ess
abandoned. Some thieves cane in and thought this
woul d be wonderful scrap netal, got into the source,
and saw, oh, what cool stuff. This cesium powder
glows in the dark, and several people died, and they
made a horrendous ness of a |arge nunber of acres
there in Guyana, to simlar sorts of things where
tel et herapy heads, for exanple, in Thailand here a
coupl e of years ago, three of thempicked up by scrap
br okers. Again, they didn't know what they had.
There was no ongoi ng accountability and control, and
t here were a nunber of individual s who got very severe
exposures to rather serious consequences as a result
of actually attenpting nmedical treatnent. Wtness,
for exampl e, the nost recent couple of cases in Costa
Ri ca and Panama, for exanple, where there have been
rat her severe consequences, a nunber of individuals
actually dying as a result of not being aware that a
treat ment pl anni ng systemout put was not what t hey had
t hought they were putting in. The system didn't
respond the way they thought it was going to.

So there's a whol e set of i ssues that are
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goi ng on. The International Atom c Energy Agency and
its Board of Governors in a general conference back
several years ago, the Board of Governors chall enged
the |1 AEA Secretariat to convene an international
conference to try and exam ne the issues and | ay out
sone recomendations for how to nove forward in the
ar ea.

That resulted in a conference that was
held in Ml agra, Spain back a bit over a year ago.
Conmi ssioner Diaz fromhere; Dr. Fred Metler actually
chaired the conference, University of Mexico. A
nunber of ot her individual s fromvarious placesw thin
the United States attended t he conference. There were
over 800 participants.

That resul t ed in a series of
reconmendations conming out of the conference,
docunented in the proceedings which are publicly
avai |l abl e. It's a book about yea thick, a couple
inches thick. A wide variety; contains all of the
text of the tal ks and the dial ogue sessions.

The general conference in Septenber of
| ast year asked the | AEA Secretariat, the staff to
then nove to the next step, which in typical
international activities is to nore fornulated

specific action plan, which the | AEA coul d t hen engage
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speci fic actions on over sone period of tine.

That's the short history that got to the
neeting that was held the end of January, the first
few days of February this year, taking the results of
t hat conference and taking a | ook at the current | AEA
progranms and what thi ngs coul d be done and what t hi ngs
shoul d be done by whom Because the |AEAis only one
of a large nunber of organizations that have
i nternational roles.

The conference and this technical
comm ttee was attended by representatives of the Wrld
Health Organization, WHO, Pan Anerican Health
Organi zation, PAHO a whole series of various
i nt ernati onal pr of essi onal soci eti es, t he
I nternational Organization of Medical Physics,
| nt er nati onal Radi ati on Protection Association,
I nt er nati onal Soci ety  of Radi ati on  Oncol ogy,
| nt er nati onal Soci ety of Radi ogr aphers and
Radi ol ogi cal Technol ogi sts, International Society of
Radi ol ogy.

That gives you a flavor, a wi de variety of
t hese, all of whomhave various activities goingonto
one extent or another, tryingto | ook at inprovingthe
delivery of medical care internationally.

The di scussions during the week and the
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focus of the action plan being devel oped. | have a
very drafty draft that | brought back, which they were
going to go work on, polishing and adding to sone
t hi ngs, picks up on the prinmary nmechani sns that the
| AEA can utilize to influence nenber states, whichis
coordi nati ng research where that nmay be appropriateto
gain a better know edge of the things to do; pronoting
education and trai ning, which was, in fact, one of the
primary focuses of this activity; providi ng assi stance
to nenber states, which is sonething that the |AEA
does through both technical assistance activities,
some peer reviewactivities, avariety of things that
they do with devel oping nenber states; fostering
i nf or mati on exchange, such as t he conf erence and ot her
activities; and in sone cases actually specifically
renderi ng sone services to sone of the nenber states,
where they will actually come in and performcertain
functions for a period of tine.

The outgrowt h of that is a whol e seri es of
suggestions for actions to be taken, sone of themover
t he next year, sonme of thema little bit |onger tine
frame.

Once | have a better version of this draft
or if that's not forthcom ng fromthe I AEAw thin the

next coupl e of weeks, | will circulate this particular
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version around. | wll get you a copy recogni zing
what it is, that it is a draft.

The process in I|AEA is then to have this
proposed action plan approved by the Board of
Governors, and what would then transpire is over the
next year, couple of years, the | AEA in coordi nation
and cooperation with some of the other international
agenci es, particularly fol ks |i ke WHO and PAHO, woul d
be looking to try and inplement some of these
activities.

Many of the things inthis action plan are
not actually things which the Nuclear Regulatory
Conmi ssion in and of itself would likely play any
specific role in. They are neverthel ess good t hi ngs,
trying to foster education and training, trying to
| ook at what are good practices in ternms of some of
the protocols that they can give to folks to be able
to utilize to inprove information, how to foster
getting the right kind of information into the hands
of the people who need it.

There are sonme things related to sone of
| AEA's activities in standards and gui dance. There
the planning activity |ooks very much like the
directionality that we have here with NRC and in the

United States to nove towards performance based sort
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of activity, to be trying to look at the relative
ri sks associated with it.

And at this point in | AEA their primry
focus is things like the fluoroscopy, sonme of the
i nterventional radiology, some of the very high dose
rate procedures where their viewof risk is perhaps a
nunber of years behind some of the thinking and vi ews
t hat ours woul d be.

They wi I | have sone efforts torevise sone
of the guidance docunents that have been used in
working with nenber states, their so-called node
program

To give you a quick side bar related to
that, their nodel programis an effort with now sone
58 nenber states where they have gone in and started
from in essence, scratch. There's no regul atory
structure; there's no regulatory authority. There's
no understanding of the sources and uses and
activities.

Through a series of steps workingto build
a basicinfrastructure, a basic understandi ng, a basic
capturing of registration or |icensing of the kinds of
sources that are to gradually nove to a point where
there is a basic systemof control, inspection, and

| i censi ng.
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They' ve devel oped associated with that
sone docunents that a nmenber state could use, not
necessarily unlike nodel procedures. I f soneone
doesn't have the capability to work on devel oping
their own, they can use these

They' ve conmitted to doi ng some revi si ons
related to those, to in a nunber of cases make them
| ess prescriptive and to provide sone flexibility.
There were a nunmber of observations that a bunch of
t he pl aces here coul dn't do everything that was inthe
list of sonme of those best practice docunents that
exi sted out there, and how coul d you possi bly expect
soneone in Ghana or sone other very small devel opi ng
place to ever be able to inplenent that sort of
progr anf?

So |l bringthis toyour attention not that
it requires specific action by the part of the
Comm ttee, but to nmake you aware that there is a whol e
ot her sphere of activities, and that | woul d expect a
nunber of things that the | AEA and t he WHO and ot hers
t o be doi ng and noving forward with this m ght well be
t hi ngs which you as individual Commttee nenbers and
sone of the societies and groups that you represent
woul d want to becone involved in.

Ruth i s shaking her head up and down. |
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think the states and both OAS and particul arly CRCPD

will want to get into a nunber of these because they
are actually nore closely aligned with sone of the
work that | AEA will be doi ng.

W, in fact, thought that Paul Schmtt
m ght be able to attend this, and when Paul was not
able to, that's why we defaulted back on a relatively
short time frane. W made the decision that this was
t he ki nd of neeting devel opi ng acti ons where the U. S
sinply couldn't afford not to have sonme representati on
or to nmake sure that they didn't nove in a direction
which would get to be prescriptive and m ght have
ram fications com ng back for our particul ar prograrns.

So there are going to be a |l ot of ongoing
opportunities. |If this action plan is anything like
sone of the other action plans that the I nternational
At om ¢ Energy Agency has, it will assune alife of its
own for at |east sone period of tine.

It wll I'ikely gothrough some updat es and
revi sions over the next two years as things start to
be acconplished and they start to look to what
addi tional things m ght be done. | woul d expect that
they would want to have a followup international
conference to take a | ook at progress that's being

made.
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No such thing has been schedul ed, but I
woul d guess by 2004 or so they mght be |ooking to
have anot her conference to assess the activities.

And with that | woul d be glad to entertain
guestions or you mght want to gowith this other area
of activities.

Dr. Nag.

DR. NAG |'ve beeninvolved wththe | AEA
consulting for the | ast about eight years, and | have
been involved in the developing section on the
research program and one of the things they have done
i s taki ng devel oping countries and pairing themwth
a nunber of devel oped countri es.

And we fornul ate what are the protocols
that can be used in developing countries to treat
cancers, and we devel op the gui delines and we sort of
supervi se the treatnent there.

| think that's a very good exchange. W
gi ve sone of the brain power, and they have different
probl ens and di f f erent ki nds of basi c popul ati ons, and
you know, we hel p devel op those.

W also do guidelines for things like
gui del ines for devel oping countries, for HDR.  Mny
pl aces are now using HDR, but they don't know how to

use them and we had to devel op guidelines for them
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And we have also done publications to
st andar di ze brachyt herapy i n devel opi ng countries. So
t hose are things that have been ongoing now for the
| ast ei ght years.

DR. COOL: Yes, and this action plan w ||
| think, continue those, maybe give thema little bit
hi gher hat in ternms of sonme visibility and focus and
trying to nove forward. A nunber of the things
rel ated to education, training, the best practices,
gui delines, a nunber of those things are the key
conponents that relate to this action plan and trying
to get those sorts of things available for use.

There was a recognitioninthe conference,
and | think it's also reflected in what Dr. Nag j ust
said, for sonme of these folks, | think it's fair to
say they don't have clue or they have very little
clue. They're out there on their own.

And that which we take for granted in
terns of being abletointeract with peers, understand
where best practices are going doesn't exist. They
don't have an ongoing access to that kind of
i nf ormati on.

So the first step and one of the thenes of
this whole thing was can we arrange a system which

wi |l enabl e anyone to nake progress from where they
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are, and sone of the tools which nowwe m ght not want
to have at a very forceful level are, in fact,
necessary to have perhaps a higher degree of force
within a country that's just starting in order to be
able to leverage the initial steps of the process.

CHAI RVAN CERQUEI RA: Don, | saw the
mnutes of the neeting and then sone subsequent
drafted m nutes, and PET got singled out quite a bit.
There was quit an enphasis on PET.

But if you |l ook at sort of penetration and
usage, it's relatively small. Did you get sone idea
as to why PET was sort of identified as an area of
concern or need to nonitor?

DR. COCOL: It was viewed as sonething
that's emerging. At the risk of sounding just a
little bit silly, it was al so a pet of several of the
fol ks who were there.

(Laughter.)

DR. COOL: As with all neetings of this
type, the individual specialties of some of the
representatives and their particul ar concerns tended
to show up in sone of the di scussions and activities.

So one of the things that | have found
interesting in avariety of international foruns that

| have had the opportunity to participate in is the
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need to actually sit back and literally change your
hat, to take a vieww th regard to where things need
to go and the things that are necessary in an
i nternational context, which my be different fromthe
| ocal contexts.

And the degree to which the commttee of
t he whol e was doi ng that varied a bit across the week,
as you m ght expect. So there was sone di scussions of
all sorts of nodalities.

There was a great deal of focus on nedi cal
physicists and the need to get nore nedica
physicists, and quite a bit of actually side bar
di scussion on the fact that a nunber of the
| egi sl ati on and ot her activities don't all owa nedi cal
physici st to be recognized.

And so none of the regulatory authorities
believe that a nmedical physicist is necessary, and
they just drawa little arrow, and somewhere they're
over here, and how to get a recognition of the
i mportance of sonme of the conponents, again, that we
nore or | ess take for granted as being inportant to a
team which for various | egal or ot her reasons haven't
got that same degree of recognition sone ot her pl aces.

CHAI RVAN CERQUEI RA:  Jeffrey.

DR. W LLI AMSON: Yeah, well, it reallyis
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chal l enging. |, too, have been involved in the | AEA
activities, and they're really trying to not just
create a regulatory system but they're trying to
| everage and create basic quality assurance
standards --

DR COOL: Precisely.

DR.  WLLI AMSON: -- and standards of
practice.

And you know, inthis country standards of
practice arose i ndependent|ly and t he regul atory system
cane | ater as, you know, it was felt necessary to have
oversi ght as a consequence of various instances. So
they really have a different chall enge.

DR. COOL: Yeah, and just to reinforce
t hat point, sonething that | was attenpting to all ude
to, but you've nade it alittle bit nore clear. Al ot
of the standards and practices, standards of practice
and gui del i nes which we have at a | evel of the users
in the professional societies in which the NRC and
others deliberately stay out of so that you can
continue to nobve your best practices, in the
i nternational context at this point need a nuch hi gher
| evel .

They're actually tal king about them in

ternms of the regulator and others in order to get the
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initial step of even getting anything in place. It's
a bit jarring, except for the recognition of the
situations which they're dealing wth.

And part of what | was attenpting to do
was to make sure that in the action plan and in the
activities that the descriptions and the flexibility
was such that that couldn't in some way i nadvertently
conme back to haunt us. And I think it's a chall enge
for all of us as we participate in sone of the various
forunms and consul tants and ot herwi se just to conti nue
to pronote that message and help everyone nake
progr ess.

CHAI RVAN CERQUEI RA: O her questions for
Dr. Cool ?

(No response.)

CHAI RMVAN CERQUEI RA: Wl |, if not, thank

you for sharing your information with us.

DR. COOL: | appreciate the opportunity,
and as | said, | do hope to circul ate sone versi on of
this. If | don't have a final version within a few
days, I'mgoing to put out the report with the version

that | got, and at that point we will nmake sure that
i ndi vi dual menbers of the Committees have a copy of
that so that you can see where it is in its drafty

state, unapproved by t he Board and heaven only knows.
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CHAI RVAN CERQUEI RA:  Thank you.

Now, is --

MR. H CKEY: |'mnot sureif M. Lohausis
going to be here on tine, but Dr. Ayers is ready to
proceed in the neantine in any case.

CHAI RVAN CERQUEI RA: Good. Now, i s anyone
awar e of any groups that were conming to this neeting
specifically to hear the information on the Board
recognition who may be di sadvantaged by having to
switch the tinme?

PARTI Cl PANT: Bill Ml agan (phonetic) was
going to be here about 11:15.

CHAI RMAN CERQUEI RA:  Yeah. | think he can
get enough feedback

DR. AYERS: Good norning. | managed to
get mny slides down.

Just to preface my presentation, ny
presentation and what |'m going to talk about, the
Boards, is all predicated on the current draft new
Part 35, not any dealing with any of the discussions
which | think were useful, and you're heading in the
proper directions on nodi fying the rul e | anguage, but
for what | have to work with nowis what we have for
the current rule | anguage.

CHAI RVAN CERQUEI RA: And, Bob, | think
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realistically that's what we're going to deal wth
because all that we've tal ked about with these ot her
changes woul d require a rul emaki ng, and that's going
to take sone tine.

DR AYERS: Yeah.

CHAl RVAN CERQUEI RA:  Is that --

DR AYERS: Well, if | can have the next
slide, the Boards, just to review, that have applied
i n one formor anot her for recognition are the nucl ear
nmedi ci ne, pharmaceutical specialties, nedical physics,
heal th physics, Board of Radiology, and in the next
slide several others.

If | can have the next slide, please.

The Board of Nucl ear Medi ci ne Radi ol ogy,
Sci ence and Nuclear Medicine, and the Certification
Board of Nucl ear Cardi ol ogy.

Next sl i de.

The Anerican Board of Medical Physics
applied for recognition under 3551(a), which is
aut hori ze nedi cal physicist, and we're all aware of
the problems withthe full recognitionis not possible
under the Board system because of the specific
requirements for training in each of the nodalities.

But it certainly does |ook like partial

recognition my be possible to work with the Board,
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and what one or nore of the conponents does the Board
have sufficient training in that could grant
recognition?

And t he recogni zed physi ci st coul d cone in
as has been discussed previously wth specific
trai ning and experience, say, on the ganma knife for
a teletherapy unit or a vendor's training on the
renote after | oader and add those authorizations.

CHAI RVAN CERQUEI RA:  Bob, just how woul d
t hat be done? How woul d partial recognition be done?

DR. AYERS: Well, we're in the process of
preparing letters to the Board, and we ask -- and the
letter, the draft letter in this case says, "Well
okay. Come back and tell us which one of these
conponent s does your current Board recognition process
enconpass. "

And if they can show wus that it
enconpasses one or two or nore, we should be able to
work towards granting the recognition for 35, 400
manual brachyt herapy plus tel et herapy, whatever the
combi nati on m ght be.

DR. WLLIAMSON: So when you say partia
recognition you nean four nore nodalities.

DR. AYERS: For nodal ity based

recognition, yes.
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DR. W LLI AMSON: Modal ity based

recognition. Well.

CHAI RVAN CERQUEI RA:  Jeffrey, does that
answer some of the issues that we've brought up and
how coul d - -

DR. WLLIAVSON: Not really. | nmean, I'm
not sure that there is -- is there a requirenent for
an authorized nedical physicist in 35.400 at all,
except for decay of Strontium 90?

DR. AYERS: That's one of t he
requirements.

DR, WLLI AMSON: That's the only
requi rement, right?

DR. AYERS: |I'd have to review it in a
little nore detail to answer your questi on.

DR WLLI AMSON: But | don't believe that
they will be able to conply with any of those three.

DR. AYERS: Okay. Well, | nean, it's an
option if they are, and the letter is starting the
process of going back and forth to find out where we
are.

DR. WLLIAVMSON: |, frankly, think a nore
fruitful approach or an additional approach you m ght
consider is to give themcredit for if someone has

this ABMP certification, that that automatically takes

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

212

care of the various years of experience and is
evi dence for having an appropriate degree.

DR. AYERS: Wll, that's what you're
tal king about in the rul emaki ng space.

DR. WLLIAMSON: No, | was tal king about
i n gui dance space. You could use it as a criterion
for determning who neets the basic training and
experience requirenents and, you know, hours of
experi ence per se, and having the degree. You could
accept that.

DR AYERS: Well, that's another form of
partial recognition, yeah. W can --

DR. WLLIAMSON: That's a formof parti al
recognition.

DR. AYERS: Yeah, we could say four
plus --

DR, WLLI AMSON: | believe you could
i mplenent  in guidance space to preserve sone
recogni tion of the Board's certification process, and
t hen you woul d have to ask on top of this. You' d have
t o have reasonabl e criteriafor suppl enmentary training
in these three nodalities.

DR. AYERS: Yeah, that's a form of the
partial recognition. The partial recognition inbeds

init none of the specific nodalities, but it says it
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neets all of the training experience requirenents,
except the specific device.

DR W LLI AMSON:  Yes.

DR. AYERS: The material which -- and
that's another four. This is what the process that we
can work on. That's one direction we can go.

CHAl RVAN CERQUEI RA:  Dr. Nag.

DR. NAG Yeah. One inportant thing, in
your inpartial recognition, you have to give the
credit that when you have gone through a Board, you
may not have specifically done renote after |oad
(phonetic), that you're not getting your credit for
after | oad, but you got the 500 hours separately for
the --

DR. AYERS: Yeah, that's what we were
tal ki ng about, yeah. That's a possibility, yeah. The
process is on hold now to start the information
exchange between us and the Board until the rule's
status is clarified.

CHAI RVAN CERQUEI RA:  Bob, | kind of hate
t o have brought you up here and now our ot her speaker
is here. | think thisis inportant and we shoul d cone
back to it and see if it could help us out of our
dilenma to some extent, but, John, do you think we

shoul d switch gears here?
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MR H CKEY: Yeah. M. Lohaus is here.

So | think we should proceed.

DR AYERS: And | just started.

MR HI CKEY: And Bob can conme back to his
presentation |ater.

DR. AYERS: Right. | just started. | can
pick it up again after |unch.

CHAl RMAN  CERQUEI RA: A few nore
opportunities to skewer him Ckay.

DR AYERS: No problem

(Laughter.)

CHAI RMAN CERQUEI RA: Thanks for your
tol erance of the Committee here, Bob.

MR, HI CKEY: I'"d like to introduce M.
Paul Lohaus, the Director of the Ofice of State and
Tribal Program and M. Janmes Mers from the sane
of fice.

MR, LOHAUS: Good norni ng.

CHAI RVAN CERQUEI RA: Wl cone.

MR. LOHAUS: | wel come the opportunity to
meet with you.

Let nme recogni ze Ji mMWers. 1 understand
you wanted to talk about the National Materials
Programand current status and where we're going. Jim

was co-chair for the National Mterials Program
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wor ki ng group, along with Kathy Allen, who at that
time was chair for the Organization of Agreenent
St at es.

But maybe by way of background just a
coupl e of introductory remarks. Part of the genesis
for the Nati onal Materials Programreal |y cones out of
the growth in the nunber of agreenent states. |If you
| ook at the nunber of states that were projected,
we're at 32 today. W're projected to go to 35 by FY
2004, and the proportion of licensees that the
agreement states had responsibility for, really
they're going to have about 75 percent of the total
nunmber of l|icensees in the country.

And in recognition of that, what the
Commission did is directed the establishnent of
working group to look at options in ternms of how
should we function in the future relative to our
program and that's where the termfor the National
Mat erials Programcones from rel ative to both NRC and
the agreenent states, given this continued shift in
the program with the states having the |arger
proportion of |icensees.

And the process that was used was the
wor ki ng group was set up of NRC and agreenent state

staff, and t hey worked for about a year and a half and
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devel oped a report which was provided to the
Conmm ssion in May of |ast year, and we brought with us
copi es of that Conmm ssion paper.

You nmay have copies. |f not, we brought
copies. So if you'd like you can take a copy with
you.

CHAI RVAN CERQUEI RA: Yeah, it would be
good to give it out to the Comm ssion.

MR, LOHAUS: And basically what the
wor ki ng group did is exam ned a nunber of options, and
t hey range fromsone rather what | would termdrastic
changes in the program whereby you would shift the
programback t o NRC havi ng conpl ete responsi bility for
regul atory jurisdiction over all |icensees in all
states to an option where all states would take over
that authority, with the exception of a fewcategories
of licensees where at |east by current | aw NRC woul d
need to maintain regulatory jurisdiction.

For exanple, federal facilities where
jurisdiction resides with the federal governnent, as
opposed to the state governnent.

Ther e were a nunber of m ddl e opti ons, and
the option that the working group settled on and is
really their recommendation is what's called an

al liance option, and basically the alliance optionis
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a program structure that's very reflective of the
current evol ution of the programtoday.

In other words, what it reflects is a
sharing of regulatory responsibilities anong the
states and NRC. There would be a process of using
centers of expertise, for exanple; a process of using
wor ki ng groups, coalitions of technical staff anong
the agreenent states and NRC to help develop
regul atory products that are needed to support the
program and those products could then be used by
either NRC or the agreenent states.

It sort of pushed the envel ope on this
concept, but at the sane time, that option is
reflective of current evolution of the programwhere
there's a lot of activity and a lot of sharing in
utilization of expertise within both the states and
within NRC staff to address common problens, to
identify solutions to those problens, and hel p, you
know, basically bring the best expertise and t he best
talent to addressing those problens.

There's a couple of questions or big
i ssues when you | ook at this that we're going to be
exam ning in some followon work, and one of these
guestions is: wll the states be able to take on

i ncreased responsibility and provide the resources
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that would be necessary under this alliance type
concept, you know, if we were to nove in that
direction, and produce a product on schedul e that
could be used by the states and al so by NRC?

And at the same tinme there's sort of a
qguestion on the other side, and that is, you know,
will NRC be able to use a product that's devel oped by
the states and fold that into its regul atory program
wi thout a tremendous amount of additional staff
effort. 1In other words, there woul d be sone savi ngs
and reduction in the FTE loading that NRC would
experience in ternms of devel opnment of the regul atory
i nfrastructure and supporting products that it would
need for its program

So what we have under preparationtodayis
a second paper for consideration by the Conm ssion,
whi ch would identify what | would term sone pil ot
progranms to provide further opportunity for the NRC
and the state staff to work together, to hel p provide
some of the denobnstrations that are, | think,
necessary to help support the concepts and the
thinking that's reflected i nthe working group report
and their concept of the alliance program

And sonme of these pilots could be very

si mpl e. For exanple, developing a new guidance
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docunent or taking an existing gui dance docunment and
mai nt ai ni ng that docunent up to date, in other words,
insuring that it neets current practice, reflects
current state of the art, et cetera.

O her cases it may be that there may be a
rule area that's identified that's in need of
attention. That may be an item that could be
addr essed t hrough a worki ng group and a rul e package
prepared that coul d be used both by the States and by
NRC to address that particular rule area.

But we're looking at a nunber of
different --

DR. W LLI AMSON: ["m sorry. Coul d you
make cl ear what alliance is as a regulatory structure
and howit differs fromthe current overall regul atory
structure with respect to the domai n of NRC, whet her
it's NARM or byproduct material? |It's not clear at
all what you're saying.

MR. LOHAUS: Well, | think sone of the
points you nentioned are sonme of the issues that
woul d have to be addressed as a part of this program
Presently, as you're aware, NRC does not have
regul atory jurisdiction over NARM materi al s.

The states do. This is an area that the

Conmi ssion did ask the staff to prepare sone
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proposals, which are wth the Commission for
consideration. But this is an issue that, you know,
when | spoke earlier saying the alliance sort of
represents the current evolution of the program but
there are additional parts to that that woul d need to
be addressed in the future.

And this could certainly be one of the
areas in terns of whether NRC should assert and
mai ntai n regul atory jurisdiction over NARM as a part
of the alliance process for those states where we have
regul atory jurisdiction or whether we woul d conti nue
with the current situation. But | think those are
sone of the issues.

VWhat | mght do is maybe ask Jimif he
could maybe talk through in nore detail some of the
t hi ng.

CHAI RMAN CERQUEI RA:  Peopl e are getting
ki nd of anxi ous and rai sing their hands, and | ki nd of
hate to defer questions.

MR LOHAUS: Ckay.

CHAI RMAN CERQUEI RA:  So maybe we coul d | et
peopl e ask questions to the specific things that
you' ve identified so far.

MR LOHAUS: Sure.

CHAI RVAN CERQUEI RA: | nean, how nany of
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you are aware of this ongoing process?

(Show of hands.)

CHAI RVAN CERQUEI RA: Soreally it was only
Ruth, and | think the rest of us are a little bit --

DR. NAG In the dark.

CHAI RMAN CERQUEI RA:  -- in the dark about
this, and I think it would be inportant here --

MR. HI CKEY: Excuse ne. M. Lieto had
requested a presentation on this topic.

CHAI RMAN CERQUEI RA: Which | think is very

i mportant. | nean, Ralph is asking all of the right
guestions, you know. Just as a new nenber, | think
he's -- and | think this is very inportant and really

i mpacts on a |l ot of things we've done with the Part 35
revision.

But why don't we take questions now and
then we could -- so Dr. Nag.

DR. NAG Yeah. Howwould the role of the
ACMUI play inthis National Materials Progran? W are
giving our input to the NRC. How woul d that inpact
the National Materials Progranf

And the second thing is how would this
Nati onal Materials Programhelp to insure that there
is sonme simlarity between the different states. For

exanpl e, you know, the rule in one state may be quite
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different fromthe rule in another state, and doctors
go from one state to the other, and you know, that
makes sone probl ens.

MR. LOHAUS: | think both of theitens you
rai se are very good questions and very good i ssues and
are things that would need to be addressed and
explored as a part of future work.

Let ne back up and nmke a very clear
statement. There is no preferred option that has been
identified at this point intine. The report of the
wor ki ng group was provided to the Commi ssion for
consi deration, and we are preparing the second paper
| mentioned, but | want to make a point that, quote,
the alliance option which was the preferred option
reconmended by t he wor ki ng group, that the agency and
t he Commi ssi on has nade no deci sion yet relative to a
preferred option

But internms of the Advisory Comm ttee, |
t hi nk you rai se a good point. The Advisory Conmittee
woul d certainly continue, inny judgnment, in nmy view,
to advi se the Commi ssion as it has in the past, but if
we were to head nore towards an alliance structure,
there may be additional advisory considerations that
the Commttee could play in terms of the broader

Nati onal Materials Programalliance structure.
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CHAI RVAN CERQUEI RA: So it hasn't really

been consi dered.

| guess one question | would ask youis it
seens alittle bit self-serving that the NRChires the
states to come up with a plan and basically the
conclusion is make no change at all.

| f we go back tothe Institute of Medicine
review, which the NRC conmm ssioned and which was
rel eased in what, '95 and ' 96, they clearly nmade the
point that it should all go to the states, which |
guess if we look at page 1 in the very back,
description of options and assunptions for resource
estimates, it would really be the independent state
opti on.

Wiy was that not, you know -- | nean,
based on that report, they felt that that was t he best
option, to basically mnim ze the federal regul ati ons
and put it at the state | evel, which 95 percent of all
the radiation that's used, ionizing radiation, is
stat e regul at ed.

MR. LOHAUS: What | might do in this case
is defer to Jimas co-chair for the working group. |
mean, they went through a |l ot of discussions, alot of
del i berati ons, obtained alot of feedback in, I think,

their report, and their recommendation in that report
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isreflective of the views of the working group, which
was bot h NRC and agreenent state staff, as well as the
various input that they received.

CHAI RVAN CERQUEI RA: What about the
st akehol ders, the physicians? Wre they involved in
any way or was their input sought?

MR, LOHAUS: Jin®

MR. MYERS:. Yes. Dr. Cerqueira, good to
see you again.

CHAl RVAN CERQUEI RA:  Yes.

MR MYERS: It's been a while.

Let me just kind of paint alittle bit of
what the vision of this is, with the understanding
that the Conm ssion has not made a decision about
al liance structure or any of the other structures that
wer e proposed.

The working group westled with, and |
think quite openly cane to the table and sat down and
said, "Well, okay. Wat's wong and what do we need
to do to fix it, given the scope of the SECY paper
t hat t he Conmi ssion asked us to | ook at some t hi ngs?"

The issue is, and | think that initially
al nost everybody cane to the table and said, "Wll,
heck, you know. Maybe this whole thing just needs to

be thrown out and we'll start again.”
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But | think through the process of
di scussi ons, of |aying out sonme very good objectives
for the working group to achieve, to try todo it in
a rational fashion, what we really cane up with is
t hat what we have today is a pretty good system |It's
not perfect, and there's maybe no expectation that it
woul d ever be perfect, but there's certainly sone
things that we can do that would in the context of
what the Conm ssion asked us to do, would be to
i mprove the process and basically to seek nore i nput
and advi ce and perhaps even using products that are
devel oped by the states to do, you know, certain
things in nedical or it could be GLs or whatever, to
use those ki nds of things and i ncorporating themnore
into a national programthan they are now.

And maybe what comes to mind is that -- |
don't know. Since everybody is here and didn't see
this, but the FDA approved a new drug called Zevulin
today. That's just out. That uses Indium 111 and it
used Yittrium90, and it's basically a therapy drug.

But if we used this as an exanple, you
know, you can envi sion today that there would be Iike
33 different regul atory agenci es that woul d approach
how to |license or regulate this particular therapy

drug, and what we would say is that naybe we need to
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have, for lack of better terms, nore of the working
group approach, where we get sonmebody who has sone
expertise in this maybe -- [I'lIl say the State of
Texas, for exanple, maybe the State of Georgia or
Rhode | sl and, whoever has worked on this -- and sone
NRC fol ks together to cone up with a tenplate or a
concept of how to regulate this and what would be
required.

That would then be subsuned by the
nati onal program neaning all of those organi zati ons.
So we don't have to reinvent it 33 times. We would
take sonmething that's good, nodify it for the
i ndi vi dual use of the state or the NRC slightly, and
then be able to use it right away.

And that was the idea of trying to get
nore input from the states and do nore of that.
Clearly, the working group recogni zed that perhaps
it's not totally efficient to drop NRC out entirely,
but clearly the role seens to be di mi ni shing, and you
can | ook at the different scenarios down here.

Even if you had no other NRC |icenses
except those in the nmilitary and the VA and sone
others, it's still a tremendous cost to the agency,
but it doesn't sol ve the questions that the Comm ssion

asked us to look at, is what do we do now that we

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

227

don't have the expertise. How do we regul ate nedi cal
i f we don't have any hospitals and we don't have t hat
enmerging technology like Zevulin or stuff to deal
W t h?

So that's kind of howit came about, and
the report is kind of lengthy, but there is an
executive summary to it, and this report here that we
just handed out, | think, also kind of characterizes
a lot of that thinking.

CHAI RVAN CERQUEI RA:  Jeff?

DR. WLLI AMSON: Yeah, well, it sounds a
lot like the Institute of Medicine report in terns of
the I ayout of your options, and certainly that was a
hi ghly controversial report and probably one reasonit
was di scarded by t he Comm ssi on and not foll owed, was
that the regulated community fragnented in terns of
what option they support ed.

This Committee extensively reviewed that
report and | ooked at the options, and you know, the 50
i ndependent state regul atory associations, that was
rejected by this Conmttee out of concern that there
woul d be absolutely no uniformty in any of the basic
regulatory structures or training and experience
requi renents and so on that would really hanper the

practice of medicine.
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So, you know, | think that would remain a
concern probably of this group if we cane up with it
again, is howcan uniformty be preserved, giventhis
tendency for the states to beconme agreenment states.

MR. MYERS:. |If | can respond to that, on
page 2 of the handout that we di d, about the m ddl e of
the page, there's sonme bullets there. These are
essentially kind of the evaluation or they are
actually the evaluation criteria that the working
group used, obviously, protecting health and safety,
opti m zi ng resources of federal, state, professional,
and industrial organizations, at the sane tinme, we
need to account for individual needs and abilities of
agenci es, pronoting consensus, pronoting an exchange
of information, and you know, harnoni zing regul atory
appr oaches.

These were all factors that we | ooked at,
and this is the way it breaks out if you use a
decision matrix and use these as part of your
evaluation criteria. You end up with the concept of
the alliance as being the one that is the nost
favorable in terns of achieving those sone six or
seven obj ectives.

And | think that addresses your issue

about fragnentation and other things. Cearly there
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has to be a partnership, | think is what the working
group was saying; is that sonmehow it has to cone
together so that you do tal k, do share information
and you have good i nf or mati on exchange and a nunber of
ot her things, and we're to have a harnoni ous program
national | y.

MR, LOHAUS: You know, the question of
nat i onal har nony, I mean, we use the term
conpatibility. That's in our statutes, but that's an
i ssue that has been with the agreenment state program
fromits inception and will continue to be with us in
the future, and | think that there was focus wthin
t he working group, andit's reflected inthe criteria
that Jimnentioned on this question, that you need to
maintain a degree of flexibility so that individual
prograns can address | egislative direction and ot her
aspects.

But at the sane tinme, there needs to be a
degree of consi stency and harnony so that there i s not
di sruption, there's not major differences between
i ndi vidual states and those under NRC regul atory
jurisdiction.

And we've tried to address this in the
Conmi ssi on' s adequacy and conpati bility policy and our

i mpl enenting procedures, but it will continueto be an
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I ssue. There will not be conplete uniformty and
agreenment anong all the states fromnmny experience in
the program You will see differences, but ny goal,
and | think the goal of this agency is to insure that
there is a level of harnony and coherence and
consistency within the progranms across the nation,
whi ch we acconplish through our conpatibility part of
t he program

The t wo aspects are t he adequacy conponent
and t he conpati bility conmponent, and what |'ve seen on
the part of sonme of the working groups is that in
sharing in the process of devel oping the regul atory
product, irregardless of what it is, but there's
greater agreenent on the product and great er agreenent
on wanting to nove forward and i npl ement that product
in a consistent manner.

And that's part of the concept, | think
that is reflected in the alliance concept, is that
usi ng a wor ki ng group process, you woul d hopeful Iy end
up with a product where there is agreenent and there
isn't wide variation in ternms of how that product
woul d be i npl enent ed.

So there is good consistency, and the
regul ated conmunity has assurance that it's going to

be predictable, consistent, and understandable. And
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| think that's a goal not only of our program but |
think of the states as well.

But at the same tinme, fromny experience
you will see sone differences, and there's not going
to be conpl ete consensus in all cases. Andtoneit's
a strength that we see in the program because given
sone of the differences in view and given different
approaches, that considering those and reflecting
those actually results in a better product that's
going to serve all of us in a better way.

And that's one of the strengths that | see
in that program

CHAI RVAN CERQUEI RA:  Dr. Nag.

DR. NAG Yeah. Wat would the policy be
of the Materials Progran? Wuld it have authority
over the states and be, you know, nore like a
coordi nati ng body anong the various groups?

MR. LOHAUS: Are you speaking with respect
to NRC or the alliance itself?

DR. NAG The alliance.

MR. LOHAUS: See, the NRC, over oversi ght
responsibility in our oversight program would not
change. Wen you | ook at the alliance option, there's
a very clear role that NRC would continue with the

integrated materials performance eval uati on program
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the current program we use for review of both the
state and our regional materials prograns.

So NRC woul d continue with its oversight
program and that responsibility would not change.
So, you know, if there are cases where there are both
i ssues with respect to the adequacy in a program and
i ssues with respect to conpatibility, we woul d be abl e
to address those through our review program

DR NAG Right, but is the National
Materials Programa separate entity, a separate body?
If it is, what is the authority between the Nati onal
Materials Program the NRC, and the different states?

" m somewhat confused. | might be --

MR LOHAUS: Again, youraisetone avery
good i ssue with respect to the alliance, and I' mgoi ng
to ask Jimto al so cooment here, but part of what you
do come away wi th when you do think about this is you
think of the alliance as a separate entity, and it may
not be a wholly identified separate entity as nuch as
a structure or process structure in which the NRC and
the states will function in the future.

And, on one hand, you could say, well,
we' re goi ng to have an al l i ance organi zati on, and | ' ve
had difficulty in ny mind trying to understand if

there was, quote, an alliance organi zation. Wat is
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that? What's it made up of ? \Wat does it do? Wo's
it responsible for, et cetera?

But, on the other hand, | can al so | ook at
it fromthe standpoint that it's a process relatingto
how NRC and the states will interact and function in
the future, and as such it's not a clearly
identifiable entity.

But, Jim | know you all westled with
this, and maybe you can hel p add sone perspective on
this.

CHAI RVAN CERQUEI RA: How is it different
than what we're doing now, | guess, is one question
t hat can be asked.

Ji n?

MR. TERAO Yeah, this is a real, rea
t ough thing to kind of characterize, but it is nore of
a process than a physical entity. That's for sure.
It's a process that's made up of the different
organi zations, and that woul d i ncl ude ACMJI. It would
i ncl ude other standard setting organizations. They
are kind of plug and play. As they need to cone in
and interface into the alliance process or into a
rul emaki ng process, we would expect that that would
happen.

| think what we see is what's different
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about this is the fact that as the current system
exists, there are conflicts and there are stresses and
there are demands that are placed upon all of the
states and on NRCthat are many times conflicting, and
they consune a |ot of resources, either, you know,
noney or it could be energy, a lot of different
t hi ngs.

And through the process of Ilike the
conf erence where we have sonme comm ttees that work and
those are well established, the OAS was another
organi zation t he Conm ssion askedustointegrateinto
this working group; in |looking at the whol e thing,
what we sawwas that, well, the process itself that we
use today really isn't terrible. It just isn't, but
there are sone conflicts withit, and there certainly
seens to be a better way of doing business.

And how to do that would be perhaps to
cone together. This is in theoretical space, is that
at sonme national neeting or it could even be a virtual
neeting as far as we were concerned; is that you woul d
establ i sh sonme national priorities, maybe getting sone
regul atory gui dance out, and howto regul ate Zevul i n,
for exanpl e woul d be a national priority at this point
in time.

And we woul d bring together what we call
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centers of expertise to work on that issue, and then
t hey woul d, again, share that with the alliance, and
for everybody to use versus individual s goi ng out and
doi ng t he wor k, whi ch seened to be count er producti ve.

CHAI RVAN  CERQUEI RA: I think we all
under st and t he concept and the potential for doingit,
but | guess just internms of being pragmatic, |'mjust
not quite certain what newentity or structure you're
going to create that would create this harnony
conpatibility.

We've had nultiple discussions here
anmongst the group just in ternms of training and
experience requi rements and howthe difficulties we're
going to have once those get inplemented and this
three year |ag period.

But |I think Ruth has had her hand up,
Ni ki, and then Jeff always has a question. So --

M5. McBURNEY: Just coming froma stark
regul atory perspective, the way that | see this
occurring is it's going to have a greater role and
responsibility for the state, for the agreenent states
inthat the states are going to have to put forth nore
resour ces.

An exanpl e of that was that there were two

state people on the Part 35 working group, and they

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

236

had to conmt a lot of tine away fromtheir regul ar
jobs to do that, but the states are willing to do that
and al so a greater role in setting the priorities for
rul emaki ng.

For exanple, several years ago the State
of Texas decided that the training of industrial
radi ographers was a key priority, and we went ahead
and set up a certification program And several years
| ater then the Nucl ear Regul atory Comm ssi on adopt ed
simlar regulations. Soit is nowa national program

So the way | see this National Materials
Program working is that the states, along with the
Nucl ear Regul at ory Conmi ssi on, woul d set sone nati onal
priorities for rules and procedures and so forth, and
t hen establish the working groups to work together to
come up with that so that everybody is not trying to
rei nvent the wheel, that we're not having to commt a
| ot of resources just todo it in our own state, that
it can be nore of a national program

CHAI RVAN CERQUEI RA:  Again, | think the
concept is commendabl e, but just the structure is a
little bit unclear.

Maybe, N ki, you were having a comment ?

V5. HOBSON: Vell, that's precisely ny

guestion. Could you drawus an organi zati on chart and
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show how this thing is going to work?

DR. WLLIAMSON: Let nme just express ny
qguestion, which is relevant. Could you describe the
potential statutory changes that woul d have t o be nade
to inplenment the alliance? Maybe that woul d hel p us
under st and.

MR, LOHAUS: kay. "1l answer the
guestions in the order.

CHAI RVAN CERQUEI RA: I n two m nutes.

MR LOHAUS: One is | don't think we can
provi de an organi zati on chart for the, quote, Nati onal
Materials Program or for the recomended alliance
option at this point in time because | don't think
they're sufficiently clearly defined.

But what we need is a recognition and a
sensitivity, and it's reflected in your cormments and
your concerns in the issues you're raising. And you
are raising very good questions and very good i ssues,
that as we nmove forward, there needs to be a
recognition that NRC shoul dered and real ly, you know,
NRC | i censees, given our fee system shoul dered, and
the lion's share of the regulatory cost, if | can use
that term for maintaining the infrastructure of
supporting regul ati ons and standards.

And from an equity and fairness
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standpoint, if youlook at this fromthe standpoi nt of
proportion of licensees, a question is: given that
the states are regulating about 70 to 75 percent of
the total licensees, should they play a greater role
and responsibility in the resource costs for
mai ntai ning that infrastructure?

And al ong wi t h t hat goes t he
responsi bility to maintain consi stency and coherence,
and that's the issue that the Conmm ssion framed for
t he wor ki ng group, and that's the issue that is still
there, that we're continuingtowestlewith, andit's
a National Materials Programi ssue.

And you can | ook at different approaches
on how we m ght want to address that. You can | ook at
| egi sl ative issues. For exanple, one |legislative
i ssue could very well be with respect to whether NRC
shoul d assert broader regulatory jurisdiction over
natural |l y occurringin accel erator produced materi al s,
for exanple, or whether it should be [imted to all
accel erator produce materials or just those that are
used in nedical applications.

But | think, Jim you nmay want to coment
her e.

| think the sense of the worki ng group was

that there were probably only two areas where
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| egislation mght be required, and that really
depended on where you saw the National Materials
Pr ogr am headed.

Onerelatedtotheregulatory jurisdiction
over norm and the second related to the question of
whet her jurisdictionover federal facilities, whichis
sort of a reserved federal authority, whether there
shoul d be sone consi deration of either changing that
or providing a mechani smwhere the states could pick
up --

CHAI RVAN CERQUEI RA:  So those are the two
areas, but maybe --

MR LOHAUS: Jim did you --

CHAl RVAN CERQUEI RA: | want totry to wap
this up alittle bit, mybe get a few questions from
the Commttee, and then see if the Conmttee i s going
to recommend sone action on this.

Ral ph, | want to thank you for bringing
this to our attention.

MR, LIETG Well, you know, everybody is
trying to get a handl e on, you know, physically what
this is, and | don't know if this would be an
appropri ate analogy, and | would ask this to Jim

Woul d t hi s be sort of a concept that woul d

be simlar to CRCPD except you' ve got a federal? It's
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sort of a federal type of a situation with the
Conf erence of --

CHAl RVAN CERQUEI RA:  CRCPD?

MR LIETG CRCPD, excuse ne. And --

CHAI RMVAN CERQUEI RA: No, no, no. \hat
does it --

MR  LIETC Conference of Radiation
Control Program Directors.

DR. NAG Wat do they do?

MR LI ETO VWll, that's sort of a
national group of all the state radiation control
program directors that meet. |1'mgoing to say it's
nore a professional group rather than a regul atory
group, but they cone out with national recomrendati ons
of state regulations, and so forth.

And it sounds Ilike this is sort of
anal ogous to that, except one of the partners inthis
group is the federal agency, the NRC. And woul d t hat
be an appropriate anal ogy, taking into account that
every anal ogy has its weaknesses, but would that be
sonme way so that the Comm ttee could get a handle on
what this working groupisintendedtotry to devel op?

MR  MYERS: | think it's what we were
envisioning as sonething that's Conference-l|ike.

Okay? And the difference is that Conference has, for
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good reasons, has its hands in a lot of different
things, and it's a very conpl ex organi zati on. What |
t hi nk has to happen with it is that the concept woul d
have to be broadened sonmewhat so that you get nore of
a national regul atory perspective, again, involving
all of the federal players, whether it's FDA, NRC and
ot hers that have an interest inradiation protection,
to bring them into this kind of a partnership or
al l'i ance concept basically to kind of set out nati onal
priorities andthento foll owup onthe acconplishnent
of those tasks associated with the priorities.

We didn't envision that we would create
anot her NRC-1i ke structure of sonme 3, 000 peopl e or so
to kind of oversee all of that, but it would be
basi cal |y nade up of perhaps parties who had speci al
expertise. It could be volunteers on the part of the
states or other NRC enpl oyees to work on that at the
direction of their organizations, to kind of ride herd
on that process at least initially.

CHAl RVAN CERQUEI RA: | guess, you know,
part of the disconfort that |I'msort of sensing from
the Conmittee is that, you know, these are all very
ni ce concepts, abstract, organizational structures,
but we don't see enough of the framework on how to

best structure it.
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And | guess, you know, |'d sort of liketo
find out from the Conmittee. | nean, is this
sonmet hing that we should have been involved in? |Is
this something that we should be involved in in the
future?

And certainly as a user, | guess the
question I would ask is howis this going to make ny
life any different? |Is it going to relieve all of
this regulatory burden that | experience down at
Geor get own every day?

I[f it does, I'mall for it. But if it
doesn't, you know, big government is great, but if
it's not going to help nme, |I'mnot so sure.

So what's the sense of the Committee?
Shoul d we have been invol ved?

MR, LI ETCO VWl |, one reason | brought
this up is because it tal ked about stakehol der i nput.
CHAI RVAN CERQUEI RA: Ri ght .

MR LIETO And it wasn't clear to nme who
t he st akehol ders were, and it appears nowit was just
t he states.

CHAI RVAN CERQUEI RA:  And t he NRC.

DR. NAG And the NRC

PARTI Cl PANTS:  No.

MR, LIETO Well, I nean, they were not --
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MS. WAGNER SCHWARZ: But the users are

not ?

MR, LOHAUS: 1'd |ike to naybe separately
have Jimrespond to the opportunity for stakehol der
i nput because there was a | ot of opportunity.

CHAI RMVAN  CERQUEI RA: Sur e. Can you
descri be that perhaps, Jinf

MR, LOHAUS: Pl ease, yes.

MR. MYERS: Yes. W are very concerned
about stakehol der input, and everything we did was
totally public. 1t was all announced. It was all
t here.

CHAl RVAN CERQUEI RA: Yet the Commttee
didn't know about it, and we are representing
prof essi onal nedi cal societies.

MR. MYERS: | woul d say that, you know, we
made sure that things were Internet available
constantly. W had a stakeholders neeting
specifically in Arlington, Texas in January of 200L1.

CHAI RVAN CERQUEI RA:  And who att ended from
t he nmedi cal comunity?

MR. MYERS: | don't have the list here,
but I can provide that to --

CHAI RVAN CERQUEI RA:  Any organi zati ons?

MR. MYERS:. Ch, yes.
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DR. NAG \Who are the stakehol ders? You

are talking about stakehol ders. Who are the
st akehol ders?

MR. MYERS: At that particular neeting,
and I"'msorry. | just didn't bring the notes on the
neeting, but basically we invited folks fromHealth
Physi cs Society. There was a gentl eman fromTexas who
was Wi th the Texas Heal th Physics Society. There was
ot hers.

We even got people in low |level waste
i ssues, you know. So that was quite a broad based
t hi ng.

M5. MBURNEY: | thought sonebody was
there fromthe Society of Nuclear Medicine.

MR. MYERS: And we had sone fol ks fromt he
Society of Nuclear Medicine and others there.
Regrettable --

CHAI RMVAN  CERQUEI RA: The therapeutic
comuni ty?

MR, LOHAUS: | believe ACR may have been
represent ed.

MR. MYERS: Yeah, ACR was there.

M5. WAGNER SCHWARZ: And ASTRO.

MR. MYERS: And ASTRO as wel |.

CHAI RVAN CERQUEI RA: | guess |' mjust not
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tuned in. | nean, Dr. D anond, were you aware?

DR. DI AMOND: No one at ASTRO | et ne know
about it.

MR. LOHAUS: One thing. You know, being
sensitive to your point, Dr. Cerqueira, one thing we
can do in the future is nmeet with you at vyour
regul arly schedul ed neeti ngs or periodically and give
you an update on where we are.

Agai n, anot her point maybe to try and put
this in perspective for you in ternms of timng, |
don't see this happening i mediately. This is going
to be a |l ong process.

CHAl RMVAN CERQUEI RA:  No. Part 35, we've
been involved in what, Jeffrey? Fifteen?

DR. WLLI AMSON: Five years, siXx years.

CHAI RVAN CERQUEI RA:  Yeah, and so | t hi nk,
again, this is the reason we're all here, is that we
represent stakeholders in the nedical use, and we
certainly would like to find out about changes that
are going to affect this and woul d I'i ke to have i nput.

And perhaps that was provided, but
certainly the people at the table who were fairly
i nvol ved were unaware of it.

Maybe it was the fault of the societies

for failing to give us the information, and | don't
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think we di sagree with sone of these approaches, but
| thinkl'velearnedtobealittle bit nore pragmatic
about these things, and | think that woul d be hel pful.

What's the sense of the Committee? |Is
t hi s somet hi ng we shoul d be i nvol ved i n and what rol e?

MR LIETO Can 1? | just want to expand
about the stakehol der issue.

CHAI RVAN CERQUEI RA:  Yeah.

MR. LIETO And when | found out about
this. | don't nean to portray this negatively, but
one of the things | wanted to bring to the Comm ttee,
because it seened to ne to indicate this is a
di rection where the NRCi s goi ng, which as an Advi sory
Comm ttee obviously we want to be at | east sensitive
to maybe sone significant changes in where the
Conmmi ssion plans on taking the regulation of
radi oactive material s.

So that was one reason that | think we
need to be aware of because | think this alliance
concept kind of -- it's nuch different than what |
think any of us had thought NRC would be going in
terms of the future.

And t he ot her thing that canme out at | east
of this article on the summary of the working group

was that it pretty nuch said that the NRC needs to
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seek authority to regulate NARMnmaterial, and that it
seenmed to be sort of alinchpinin order to make this
alliance concept to go forth.

Now, maybe that's a strong term
"linchpin,” but it seenmed like it was very, very
critical tomaking this work with the states. | nean,
|"mdefinitely infavor of it personally, but I think,
again, it was to make the Conmittee aware of where
what's going on with the Conmm ssion, that maybe we're
not quite aware of on the nedical side, especially in
|'i ght of PET.

You know, Sal |y was bringi ng up yest erday,
you know, it's really inportant that we need to have
sone consistency in the regulation of radioactive
materials both, 1 think, on the NARM and the
byproduct s si de.

MR. MYERS: If | could just make a quick
comment in there, the working group did not, and in
fact, the way thereport iswitten, it's pretty clear
we did not say that the agency had to seek that
authority toregulate NARMmaterials and thentogoto
al l'i ance.

Actual |y you coul d go t hrough the al | i ance
process and seek the regulation. It's just that if

t he agency woul d seek that and seek toregulateit, we
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believe that you would have a nore uniform program
because it woul d begin to kind of pull things together
that are kind of untidy out there froma regul atory
st andpoi nt .

And as you know, NRC does not regul ate
that stuff right now, and that's an issue.

CHAI RVAN  CERQUEI RA: Yeah, that's
obvi ously an issue that's been present all al ong.

l"d like to try to wap this up because
rat her than an hour and a half for lunch, I'd like to
gi ve us an hour, and we'd reconvene at quarter to one.

But, Ral ph, did that address any other

comrent s?

Dr. Nag had one | ast.

DR. NAG Yeah. As far as fundi ng and who
is footing the bill for the extra bureaucracy? Andis

it going to be fromthe Iicensee again? You know, we
made separate funding for the agreenments, state
licensing, and then the NRC, and then a different
program

MR. MYERS. | woul d say that as envi si oned
by the working group and absent the decision by the
Conmi ssion as to what option that they want to choose,
we di d not see that there woul d be any addi ti onal cost

in doing this because it's part of kind of
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rechannel ing sone of the resources that are already
out there and making it nore efficient versus -- in
ot her words, | woul dn't envision you woul d get a bil
from the alliance for their services for the next
year.

CHAI RVAN CERQUEI RA:  Not direct!ly perhaps,
but --

MR. MYERS: But it woul d be sonehow f ol ded
into existing processes and as the states do today.
| mean, they provide resource and so forth, and that's
not really --

CHAI RVAN CERQUEI RA:  Yeah. If the state
or the federal governnent are doing it, it's better
t han the stakehol ders.

Sally, one | ast comment, and then | want
the Conmittee to give ne sone direction on where we
shoul d go.

M5. WAGNER SCHWARZ: | actually do have a
qguestion just about whether the NRC has actual |y made
progress or made steps to actually contact states to
find out those interested in giving over state
regul ated materials to the NRC. Have they actually
begun di scussing this with the states?

| did see sonething that was sent to the

State of Mssouri. This is why |I'm curious, and |
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wasn't aware that it was a formal effort, but that
sonet hi ng was sent and aski ng about the interest of
havi ng the NRC t ake over regul ation of NARM And I'm
wondering if that was done to all non-agreenent
st at es.

MR. LOHAUS: There were two things -- I'm
sorry. Go ahead, Ruth.

M5. McBURNEY: There have been resol utions
passed at the Organi zati on of Agreenent States neeting
in | believe the Conference of Radiation Control
Program Directors encouragi ng this |egislation.

MR LOHAUS: That's correct, and there
were two things that were done. One is the Chair of
t he Organi zati on of Agreenent States diddo al'll use
the term”informal survey" of the states, and when we
were developing the paper for the Comm ssion in
response to their asking for sone feedback fromstaff
on this issue, we did work with the Conference of
Radi ati on Control ProgramDirectors to help identify
whet her there were strong views anong the different
states one way or the other.

So we had sonme sense of where the states
are when we reported back to the Comm ssion. So that
is the genesis, | think, of this.

MS5. WAGNER SCHWARZ: Were they favorabl e,
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the majority?

MR. LOHAUS: Yes, they were, yes.

CHAI RMAN CERQUEI RA: Al right. Jeff,
maybe you coul d ask your question afterwards because
we shoul d break

DR. WLLIAMSON: | just wanted to nmake a
conment .

CHAI RVAN CERQUEIRA: Al right. One
conment .

DR. WLLIAVSON.: My conment is | think I'm
rat her concerned and al arned at the thought of NRC
expanding its jurisdiction over additional materials
because it was not too | ong ago when NRC regul ati ons
destroyed the economic viability of certain treatnent
nodal i ti es.

And so for nme personally, it would take a
| ot of --

CHAI RMVAN  CERQUEI RA: Yeah, that's --
that's --

DR. WLLIAVMSON: -- convincing before |
woul d find that acceptable.

| think if the problemis paying for the
regulatory infrastructure that NRC provides for
byproduct materials, perhaps you should go back to

Congress and ask for a different fundi ng nmechani smso

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

252

that it's paid for out of the general revenues rather
t han penal i zi ng t he 18 non- agreenent state |icensees.

MR. LOHAUS: That's certainly an option,

and | believe that's -- Jim <correct me if |'m
wong -- that's recognized within the working group
report.

CHAl RVAN CERQUEI RA: Right. Now that's
good.

Now, what are t he wi shes of the Conmittee?
| nmean, | certainly got the sense that people fee

that thisis aninportant devel opnent and t here shoul d

be nore involvenent, input fromthe Commttee. |Is
that the general consensus? | nean, anybody woul d
di sagree?

DR NAG | would support that.

CHAI RVAN CERQUEI RA: And how do we do
that, John and Paul, Jin? | nean --

MR. LOHAUS: One thing --

CHAl RMVAN CERQUEI RA:  -- we haven't been
asked, you know, to conme to the dance, but is there a
dance card? Can we sign up?

MR. LOHAUS: | nmean, | guess one thing
that | can dois provide informationtothe Commttee,
you know, for exanple, as we're doing today. G ve you

a briefing and --
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CHAI RMAN CERQUEI RA:  That woul d be a good

start, and just, you know, even a full --

MR, LOHAUS: -- keep you up to date.

CHAI RVAN CERQUEI RA:  Yeah.

MR, LOHAUS: And if there's areas that you
see are of concern or interest and you want to report
out on those areas, it gives you an opportunity to do
that early and have an opportunity to influence the
out cone and consi derations.

CHAI RVAN CERQUEI RA:  That woul d be a good
start, and | think just sort of a list of the
st akehol ders who attended t hese neetings. Again, the
fact that a lot of us weren't aware of it, | mean, |
would just like to see if there was representation
from the cardiology comunity, from the radiation
oncol ogy conmunity. | think that woul d be i nportant.

MR. LOHAUS: We coul d provide that to you,
sure.

CHAI RMAN CERQUEI RA: Howcan t he Conmittee
get nore involved in this?

DR NAG May | suggest --

CHAl RVAN CERQUEI RA:  Sur e.

DR. NAG -- that you exam ne either by an
observer or if you want to nonmi nate someone el se.

Soneone from ACMUI, whether an exam ner or soneone
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el se, be part of that working group or at |east be an

observer in the working group

MR LOHAUS: The working group is
sunsetted. It conpleted its product. So the working
group is basically sunsetted. It no |onger exists.

The product is conpleted, and as | said, what we're
doing now is working on a foll ow on paper to address
the --

CHAI RVAN CERQUEI RA:  But is there a final
docunent that's gone to the Conm ssion?

MR. LOHAUS: Yes, there is. W can
provide that to the Comm ttee.

CHAl RVAN  CERQUEI RA: Vell, but the
recommendati ons weren't that clear, you know, in just
the cursory tine that |'ve had to look at it in terns
of where to go. Maybe there's nore in the --

VR. LOHAUS: You will find no
recommendati on i n t he Comm ssi on paper fromthe staff,
but the recommendati on of the working group in their
report was the alliance option. That was the worKking
group' s reconmendati on.

But | want to enphasize again these are
i ssues that are under consideration. There has been
no deci sion reached, and you're correct. That paper

does not have a recommendati on there.
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There are options that were provided for
consi deration, and --

CHAI RVAN CERQUEI RA:  Wel I, | think, you
know, the Comm ssioners said that they really val ue
the input of this Commttee into these kind of
deci sions nmakings, and | think here's a situation
where, you know, we weren't even asked to participate
or be involved, and so you know - -

DR NAG W weren't even aware of it.

CHAl RVAN CERQUEI RA:  Yeah. That's even
nore di stressing.

And so what are the wshes of the
Conmittee? So we can't be involved in this because
it's been done. | mean, Ral ph, we should see the
final report, but shoul d we nake sone recommendati ons

to the Comm ssioners on this?

MR LIETO Well, | guess I'mgoing to
ki nd of ask John. | nmean | take it that the working
group's sunset. The parties are still there, okay,

and that whatever, you're waiting to hear back from
the Commission. |Is that what the next step is?

MR,  LOHAUS: The paper is before the
Conmi ssi on.

CHAl RVAN CERQUEI RA: Wl |, when did it go

into the Conmi ssion?
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MR, LOHAUS: In May, but | want to nake it

clear --

CHAI RVAN CERQUEI RA: I n May?

MR. LCHAUS: In May of |ast year, but
agai n, there was no staff reconmendati on. There were
items; there were options that were provided for
consi deration, and there's an expectation that the
Conmmi ssion has that there will be additional materi al
provided to themto assist themin consideration of
that paper and in reaching a decision at the right
point in tinme.

So it's under consideration. That's why
| want to enphasize these are issues that are under
consideration. There's not a hard decision that's
been reached, and they are i ssues that we're going to
collectively need to continue to westle wth.

One t hought [ 11 pass on for
consi deration. W can provide a copy of the report to
you.

CHAI RVAN CERQUEI RA: Wl |, we agree that
that's critical to be done.

MR. LOHAUS: And maybe in | ooki ng at that
report if you see areas where you believe there woul d
be benefit and there are views that you'd like to

provide to the Comm ssion, it's an opportunity to
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provi ded those.

DR. NAG May | suggest that once you have
provided us the report, we look through it, nmake a
comment, and then send it to the Chairman, and then
t he Chairman can conpile ajoint report fromall of us
and send it to the Comm ssion.

CHAI RVAN CERQUEI RA: | think that woul d be
the best way to doit. 1'd also |like to personally,
you know, contact the Comm ssion and say that, you
know, to not be involved or inforned is really not
t aki ng advantage of the Conmittee and the tine that
we've put into it.

You know, in a sense | feel, you know
slighted. W're basically not -- you know, we have a
Committee. W all spend lots of tine and effort in
com ng to these neetings, and here's an i ssue, which
is probably as inportant as Part 35 revision, and
we' ve basically been left out of the | oop.

MR. MYERS: If | could, Dr. Cerqueira.

CHAl RVAN CERQUEI RA:  Yes.

MR. MYERS: | would say this. | don't
t hi nk anybody on this Comm ttee should feel slighted
or anything. W at the working group | evel really,
think, spent alot of tine trying to nake sure that we

made i nterested parties or fol ks, stakehol ders, as we
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want to call them aware of this, and there were a
huge nunber of folks in different organizations that
wer e cont act ed.

| will have to say, and as co-chair | will
take the hit for this, is that | don't really think
t hat we t hought about ACMUJI in that process. So if we
-- if anything was wong, we didn't think about you
all, and the fact that although we know t hat you guys
woul d have sone i nput and concerns and questi ons about
it, it's just thinking back on it is like |I don't
think that we, the working group, really |ooked at
that thing, and that's inportant.

So what we'll do is we'll nmake sure that
you get a copy of the report, and as you know, the
Conmm ssi on has not nmade a deci si on. The worki ng group
folks are still there, but we're kind of like old
basebal | players, | guess, or sonmething. W're onthe
bench for a while, whatever.

So if the Comm ssion decides that it needs
nore input, the Comm ssion would have to deci de that
it woul d constitute the group, reconstitute the group,
a new group. You know, | can't --

CHAI RVAN CERQUEI RA: | think t hat woul d be
-- that shoul d be done, but we'd still -- 1 think the

feeling of the Commttee is we should still get the
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report and get some comments.

MR MYERS: Sure.

CHAI RMAN CERQUEI RA: So Jeff and then
Ni ki .

DR W LLI AMSON: yeah, | would make a
notion that the Chairman direct the ACMJ to review
the report and subsequently develop a position or
consensus within the Commttee as to the w sdom of
enlarging NRC s jurisdiction.

M5. WAGNER SCHWARZ: | second t hat noti on.

DR WLLIAMSON: To include NARM

CHAI RVAN CERQUEI RA: Ckay. Discussion?

(No response.)

CHAI RVAN CERQUEI RA:  The notion --

MR H CKEY: Well, M. Chairman, could |
just clarify that? That's a resolution that does not
necessarily relate to this working group report
directly.

CHAI RVAN CERQUEI RA:  Ri ght .

MR. HI CKEY: It can be taken as a separate
i ssue.

DR W LLI AMSON: But | think it's an
i mportant issue for us to consider --

MR HI CKEY: Ckay.

DR. W LLI AMSON: -- and be aware of the
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pros and cons. And there may be pros that I, for
exanpl e, amunaware of, and | thinkit's well for this
Conmttee to have a point of view --

CHAI RVAN CERQUEI RA: Ri ght .

DR. WLLIAMSON: -- onthis matter and be
prepared to conmunicate it to the Conmm ssion at the
appropriate tine.

M5. WAGNER SCHWARZ: | agree. | think
that this is a significant --

DR. WLLIAMSON: So this is really very
serious.

DR. NAG | think that we should, after we
have reviewed this report so that we have an i dea what
the report --

DR. WLLI AMSON: That's what | just said.
| said that the Chairman -- | nove that the Chairnman
direct the Commttee, the ACMIJ, to review the final
report of this group and then develop at our next
nmeeting a consensus on the wi sdom of enlarging NRC s
jurisdictional mandate to include NARM

CHAI RVAN CERQUEI RA: Vell, review the
report and make recomrendati ons. You know, the wi sdom
to expand may not be part of it. [|'mnot sure we can
-- so |l think the recommendati on to revi ewand comment

on the report is probably, you know, the nore
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appropri ate.

Do we have a second on that?

DR. NAG | would second the revised
not i on.

CHAI RVAN CERQUEI RA:  Ckay.

DR. NAG And | would like to add a tine
line, please. | mean, by what time? Are we going to

neet forever? Are we going to have a one nonth or you
know? Are you going to wite the report within one
week? You know, some type of tine line should be
added.

CHAI RVAN CERQUEI RA:  Wel |, how hard does
the Committee want to -- a nonth? A nonth? Jeff, a
nont h?

Okay. A nonth, good. Al right. That
sounds reasonabl e. So we had a second with the
amendnent s.

Any further discussion?

(No response.)

CHAIl RVAN CERQUEIRA: Al right. | nove
t hat we vote.

MR. MYERS: | have one question --

CHAl RVAN CERQUEI RA:  Yes.

MR. MYERS:. -- just so we can cover this.

How many menbers are on the ACMJ now? Eight?
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MR H CKEY: Thirteen.

MR. MYERS: Thirteen? GCkay. So |'mjust
trying to figure out how nany copies.

MR HI CKEY: W're not all here.

MR. MYERS: kay. So we need at | east 13
copi es. Ckay.

MR LOHAUS: We'll try and get 13 copies
to you today.

CHAI RVAN CERQUEI RA: Wl I, if you can get
themtoday so that we can carry them honme. How many
pounds is this, 307?

MR LOHAUS: It's a two volunme report.
It's maybe about, |'d say, a quarter to half an inch
thick total. Does that sound about right, John.

CHAI RVAN CERQUEI RA: Al right.

MR. MYERS:. |It's probably about --

MR LOHAUS: This is available
electronically also, Jim on our Wb site. So we can
give you the URL for it also.

CHAI RVAN CERQUEI RA: ["m not sure it's
critical toget it tothe Commttee today. | think we

should naeke it available, and |I think Angela could

overnight it to people. If people want it
electronically, I think that would be the preferred
met hod.
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But we have a notion that's been seconded
and di scussed, and | call for a vote onthis. Al in
favor?

(Chorus of ayes.?

CHAI RVAN  CERQUEI RA: And opposed?
Abst enti ons?

(No response.)

CHAI RVAN CERQUEI RA: None. Ckay. So |
make the recommendati on.

And how do people feel? Should | talk to
t he Comm ssi oner about that this Commttee feels |left
out, slighted?

M5. WAGNER SCHWARZ:  Yes.

M5. HOBSON: | can hardly believe that a
maj or policy change like this has just sort of slipped
t hrough with, you know, not very much public coment
at all, and | think that's really not a very desirable
t hi ng.

And then | would also like to ask you:
did you invite any patient groups to participate?
Because patients are the ultimate stakehol ders.

MR, LOHAUS: Jin®

MR, MYERS:. ['mthinking. | think we did
ask, but | don't believe that we had anybody cone t hat

| recollect. W did have sone fol ks fromsone of the
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public interest groupsinitially, but recognizingthat
medical is one part of this conplex puzzle that we
were dealing with, I'd have to say initially no. |
don't think that there were anybody that were pati ent
advocate groups that were there.

Also recognize that this report was
provi ded to t he Conm ssi on and t hought we sought a | ot
of public coment and stakehol der corment on it, and
| think that the working group did a really good job
of trying to get everybody invol ved, what happens is
that once the Conmm ssion nmakes a decision about
whatever it wants to do, that's probably nore in the
realm of policy, and that's where nore comment and
nore favorable things that would be comng fromthe
public would be put into this as well.

And | think that --

CHAI RMAN CERQUEI RA: Right, but the
problem with that is once you' ve got a draft of
somet hi ng, you' ve spent thetinme. It's nmuch nore work
to undo sonething that's been created thanit is to be
involved in initial devel opnent and do it right.

And certainly without the input of, you
know, certain patient groups -- and again, I'dliketo
see the involvenent of the professional nedical

conmmunity. | think it's inportant.
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MR. LOHAUS: Yeah, | hear you. | hear

you. And we'll give you the listing of people that
attended t he st akehol der neeting, and t hat was part of
the reason for holding that neeting, was to provide
opportunity when there was a product that could be
reviewed to give folks an opportunity to ook at it
and give the working group sonme feedback, but we'll
give you the list of people that attended.

And we may not have had all the right
peopl e there, but | think the intent and our goal was
to involve a cross-section of stakehol ders.

CHAI RMAN CERQUEI RA: Vell, we're not
questioning the intent or the product, but it's just
nore of the process, and again, |I'd like to thank
Ral ph for putting it on the agenda, bringing it to our
attention.

MR LIETG Thank ne or blanme ne.

CHAI RVAN CERQUEI RA: Ckay. Now, let's
everybody be back here by one o' cl ock. W don't want
to cone back any earlier.

(Wher eupon, at 12: 04 p.m, the neeti ng was
recessed for lunch, to reconvene at 1:00 p.m, the

same day.)
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AAF-T-EERRNOON S-E-S-S1-ON
(1:04 p.m)

CHAI RVAN CERQUEI RA: | hope everyone had
a good | unch. Dr. WIlianmson was observed to be
taki ng part inthe dance | essons i n the hal |l way t here.
He does a pretty nean swi ng, but not too good on the
t ango.

(Laughter.)

CHAI RVAN CERQUEI RA:  Just ki ddi ng, Jeff.

And now we're back to Dr. Ayers.

DR. AYERS: Yeah, hoping to pick up where
we | eft off. Maybe we've got all of the questions out
of the way, but | doubt it.

(Laughter.)

DR. AYERS: As | sai d, parti al
recogni tion, and what we haven't gotten into is the
process of responding to the Board's applications and
goi ng back and forth and working out together where
t he endpoint wll be.

CHAI RVAN  CERQUEI RA: Wien wll that
happen. You know, obviously you can't doit until the
regul ati ons get approved, but once t hey get publi shed,
will you be able to initiate the process so that by
the tinme it becones law you'll be able to --

DR AYERS: | defer that to John
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MR. HI CKEY: Yes, we would do that prior

to the effective date, but now the response has to
reflect the discussions we've had yesterday and the
wor k that the subconm ttee and the staff are going to
be doing as to what solutions are there.

But the reviews have pretty nmuch been
conpleted so that if you set aside the discussions
yest erday and today, we coul d go ahead and notify all
of the Boards the results of the review.

CHAI RVAN CERQUEI RA:  What about t he Boards
that aren't affected? You know, it |ooks l|ike the
AB&M the ACR, CBNC, and some of the other exans
woul d - -

DR. AYERS: Al are affected except two.

CHAI RVAN CERQUEI RA: Okay, and you're
going to tell us which two.

DR AYERS: Yeah.

MR HI CKEY: Well, one is at the Board of
Nucl ear Medicine. They've already been notifi ed.

DR. AYERS: That's correct, and the other
one is the CNBC, is that right?

CHAI RVAN CERQUEI RA:  CBNC?

DR AYERS: CBNC.

MR H CKEY: Well, tell people what that

stands for.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

268
CHAI RVAN CERQUEI RA:  Certification --

DR AYERS: Cardiol ogist -- oh.

CHAI RMAN CERQUEI RA:  Certification Board
of Nucl ear Cardi ol ogy.

DR. AYERS: Yeah. 1In fact, they had to
manage i nform ng the Board rather |ate, and conpared
to others and actually incorporated all of the
requirements right into it. So it's really
strai ght f orward.

CHAI RVAN CERQUEI RA: | didn't neanto take
you off on a tangent there, Bob.

DR AYERS: kay. The next slide.

| think you're all aware of the problens
which are kind of reflective of many of the Boards
with the Anerican Board of Health Physics, for
exanpl e. They don't have the specific requirenents
which are required by the regul ations.

Now, mind |I'm not including any of the
di scussions in the | ast couple of days, and if we do
have some rul e changes, we'll have to all go back to
the starting point on this whole thing, but this is
purely as it relates to the existing draft of new 10
CFR, Part 35.

So they don't neet the one year full-tine

radi ati on experience i n nedi cal applications, nor the
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corresponding witten preceptor statenent.

Next sl i de.

CHAI RVAN CERQUEI RA: Wl |, Bob, can we go
back to that?

And | guess, you know, again, these
di scussions |'msure we --

DR. AYERS: Well, | will add at the end |
list all of these problens for discussion. | was just
poi nting to individual --

CHAI RVAN  CERQUEI RA: Okay. So the
preceptor statement, there's no way we can require
that and then the one year training?

DR. AYERS: | go through the individual
Boards --

CHAI RVAN CERQUEI RA:  Sure, okay.

DR.  AYERS: -- and then we go to the
general discussion and then relist all of the across
the board features --

CHAI RVAN CERQUEI RA: | apol ogi ze.

DR AYERS: -- wth Boards.

Al right. The letter to the Anmerican
Board of Nuclear Medicine did say that we were
pl anning to grant NRC recognition for the nodalities
they requested, except for the RSO under 3550(a)

because, again, they don't -- they have not presented
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evi dence that they neet the one year and t he precept or
statement, although nost of the nedical boards, they
can beconme radiation safety officers for their
specific nodality based on their authorized user
status, and that includes nedical physicist.

CHAI RVAN CERQUEI RA:  Ri ght .

DR. AYERS: What they can't do is qualify
for broad scope RSO big progranms under A

Next sl i de.

As | said, we just see no issues on this
one.

Next sl i de.

The only thing I guess I'lIl add as a
comment to that, they're only requesting 290 and t he
regul ation requires that the preceptor have 190 and
290 experience, and | agreed with themin the draft
letter that it woul d seempointl ess that they have 190
experience for their preceptor since they're not
aut hori zing that nodality.

Here's the key point. For radiation
safety officer authorizations, alarge nunber of the
Boards, essentially all of themor -- I'msorry -- all
t hat asked, but a great nunber asked for recognition
under the full radiation safety officer qualifications

under 3550(a), but none at this point has been able to
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docunent they neet that one tine or one year full-tine
nmedi cal experience under supervision of a qualified
radi ation safety officer, nor do either present
evi dence for the preceptor statenent that goes al ong
w th that.

M5. McBURNEY: Bob, if the American Board
of Health Physics did change their requirenents for
certification to include a preceptor statenent and
docunent ati on of experience --

DR. AYERS:. Yeah, that's really com ng up
on the next slide.

M5. McBURNEY: Ch, okay.

DR. AYERS: kay. But as | said, many of
t he Board di pl omat es woul d qual i fy under 3550(c). 1In
fact, the only one that wouldn't would be that -- |
don't remenber that acronym accurately, but that
specialty Board for Nucl ear Medicine.

CHAl RVAN CERQUEI RA: CBNC or --

DR AYERS: No

MR. LI ETO Anerican Board of Science and
Nucl ear Medi ci ne?

DR. AYERS: Anerican Board of Science and
Nucl ear Medi ci ne, that one, because they don't have
any correspondi ng aut hori zed user status in any ot her

category, nor are they asking for one.
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Next sl i de.

Wth the medi cal physics authorizations,
again, for both ABR and American Board of Medica
Physicists -- Physics, they have |lack of, as we've
t al ked about many tinmes, the Board requirenents for
the specifiedtradinginall of the nodalities and the
correspondi ng signed preceptor statenent.

And we already tal ked about the parti al
recognition, and this could apply to all Board, and in
the next slide, | think we get into the big generic
i ssue, | hope.

CHAI RMAN CERQUEI RA: Before we go on,
Jeff, do you have a question?

DR AYERS: Yeah.

DR. WLLIAVMSON: | recently reviewed the
eligibility requirenents for ABR Anerican Board of
Medi cal Physics. They certainly do require signed
letters testifying to the conpetence. So I'm
wondering what is the --

DR AYERS: That's the next slide.

DR. WLLIAMSON: -- |egal deficiency of
t hat requirenment conpared to the --

DR. AYERS: kay. | intend to talk --
bel i eve the next slide has that.

DR WLLI AMSON: Ckay.
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DR. AYERS: Yeah, the next slide, please.

The generic issue is, as | said,
applicable to all the Boards except the Board of
Nucl ear Medi ci ne and t he Board of Nucl ear Cardi ol ogy,
is the absence of the exactly specified signed
preceptor statenent or statenments in accordance with
the new Part 35 requirenents for the various Board
certification processes.

Now, ABR, for exanple, asks for a

reference letter for a physicist and a --

DR.  WLLI AMSON: From a radiation
oncol ogi st, | believe, too.

DR. AYERS: Well, in one they call it a
reference letter, and in the other one they call it
somet hing el se. The nane escapes ne. Sonet i me

sonmewhat siml ar.

The problemis -- and the Boards could
easily if they chose or maybe | shouldn't say
"easily." The Boards could -- one option would be to

change their procedure. The biggest bl ocking point
from any of the Boards is a signed preceptor
statenent. They have --
CHAI RVAN CERQUEI RA: Wl |, tell ne --
DR AYERS: -- requirenents that are

simlar, but not the sane.
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DR. W LLIAMSON: What's missing fromthe

ABR when they say letter of reference froma certified
physici st and a physician? Wat's wong with that?
DR.  AYERS: Two things that stick up
i Mmedi ately is they don't say that they' ve supervised
themand t hey' ve been -- they're trai ned and qualified
in the specific nunbered parts of the regul ations.

And the second one is there's no

requi rement t hat t hat | etter, reconmendat i on,
reference -- | think it's called recomendation in
place of reference and others -- there's no

requi rement on the part of the Boards that those be
fromwhat we would deem a qualified preceptor, that
is, an authorized user that is authorized for those
nodal i ti es.

CHAI RVAN CERQUEI RA:  Jeff, how difficult
an i ssue woul d that be to get that letter? | nean, is
nost of the training done by aut hori zed user or AUP or
AMP?

DR. WLLIAMSON: | think largely that is
SoO. | think the major problem would be that the
certificate itself woul d have to be anmended to specify
HDR, gamma stereotactic, and teletherapy. | think
that is the big blocking point, is that there is no

mechani smby whi ch, you know, footnotes can be made to
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the diplomate certificate indicating the different
nmodal i ti es.

You know, this letter is not sonething
they're going to be willing to share with you.

DR. AYERS: Well, it wouldn't be if they
chose to have sone subset and say we require the
appropriate preceptor statement or this subset and
that's a partial part.

DR. WLLI AMSON: Yeah, but they don't do

that for any subset. They're don't do it for
Cobal t - -

DR AYERS: | know that.

DR W LLI AMSON: -- 60, HDR or gamm

stereotactic, and it's unlikely they will.

DR. AYERS: It's a little nore
straightforward for the nedical Boards, for ABR, for
radi ati on oncol ogi sts, for pharmacists. The sane
problem it's across the board with all of these
Boards. | keep forgetting.

None of the nedical Boards that |'ve
revi ewed have at this point presented any evidence to
us that they require and goes in the file for their
Board di pl omate, the required certification.

The other alternative, of course, is

changing the requirenents, which you ve already
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presented to the Comm ssion.

The other alternative under the existing
regul ation would be for the Boards to adjust the
requirement.

And some of the medical Boards may be a
little further away in that the letters they require
are fromtheir clinical director who may or nay not be
active or may or may not be what we would deem an
aut hori zed user. | don't know. We've got to ask
t hese questions.

CHAI RVAN CERQUEI RA: Ral ph, you know,
you' re not wei ghed down by all of the baggage of past
di scussions. How do we get out of this and cone up
with a way that --

(Laughter.)

MR LI ETC What | see is what we're
trying to do is put a square peg into a round hol e.

DR. AYERS: Exactly.

MR LIETG And | think --

CHAI RVAN CERQUEI RA: So how do we shave

MR. LIETO It seens |like the discussion
|"ve been hearing is how do we get the Boards to do
this. How do we get this to change? And | don't

think that's the way to go. Ckay?
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| was thinkingat first, well, nmaybe there

shoul d be sort of this formletter of recomendati on
t hat says, you know, "I, Dr. So-and-so, attest to the
fact that Physicist XYZ neets the criteria for taking

t he Boards because of his experience,” and |ists sone
of these nodalities, but these things are going to
change with tine.

DR AYERS: And certify that --

CHAI RVAN CERQUEI RA:  That he's conpetent.

MR LIETO Well, the Board exam - -

CHAI RVAN CERQUEI RA:  That the person is
conpet ent .

MR. LIETO  You know, passing the exam
woul d est abl i sh his conpetency. So ny feelingis that
| think any di scussion of tryingto get changes in the
Boards or applications to the Boards is going to be
very |l engthy, tinme consum ng, because they have to go
t hrough their nmechanisnms of approval, and | don't
really think inthe long termit's going to solve the
problem | think the issue is, as we discussed this
norning, is change in rul emaki ng.

CHAI RVAN CERQUEI RA:  The rul emaki ng.

MR LIETO | really think that's where we
have got to go.

CHAI RVAN CERQUEI RA:  Yeabh.
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DR. AYERS: And that's why | said I'm

confining ny remarks to not changing the rule. The
rul e changes; the whole thing starts over. It's a
whole new ball game wth regard to what |[|I'm
presenti ng.

CHAI RVAN CERQUEI RA: And, Richard, in
terms of the RSO is that also the situation?

DR. VETTER Yeah. For exanple, the
Aneri can Board of Health Physics certifies people in
all areas of health physics. |If they changed their
certification process, they would need to have a
preceptor statenent for everyone whet her they're goi ng
to be in nedical or not.

| mean, it just doesn't work. Like Ralph
said, it's asquare pegin around hole or vice versa.
And they're not going to change it.

CHAI RVAN  CERQUEI RA: No. In nuclear
medi cine, | mean, you know, the preceptor statenent
specifically lists theisotope and t he nunber of hours
t hat people have had, and we've been using those
preceptor statenents for the l ongest tinme. Isn't that
somet hi ng that could be generalized?

DR. AYERS: Well, we've been using the
preceptor statenents under the old rule for non-Board

certifiedindividuals, physicians, nedical physicists,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

279

RSGs, and so forth. That's always been there.

What's new with new Part 35, and | think
why a lot of people mssed that it was a change is
that the Boards are now being vetted against the
trai ni ng and experience requirenents inthe second and
sonetinmes third parts of the rule.

And | don't know how the Boards that are
recogni zed now by us achi eved that process. That was
before ny tine.

CHAI RVAN CERQUEI RA:  And, Ral ph, Jeff, and
Ri chard, the Boards have been approached and it's not
doabl e?

DR. VETTER  Well, 1've talked with two
Boards, and it just doesn't fit their objective.
They're looking to certify the conpetency, the
know edge base, and that really has nothingto dowth
where they got it. It just doesn't fit for them

CHAI RVAN  CERQUEI RA: And it's not
specific. Again, for sone of these things, for the
agents.

DR. VETTER Right.

DR, NAG Yeah, | have a problem
Directly in radiation oncology is that in the Board
certification it says you are now qualified to do

radi ati on oncol ogy on the whole. | nmay never want to
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do a gamma knife, and if you say you are going to
require everyone to have that know edge, you're not
going to have many people, you know, passing the
Boar d.

You know, they want to certify a general
overal |l know edge. Now, you can use that know edge,
and then if you' re going to do gamma knife or sone of
t hese special procedures, you can take some speci al
training for that.

But you cannot nake t hat a requirenment for
every radi ati on oncol ogi st to know about ganma kni f e.

CHAl RVAN CERQUEI RA: But if we had an
i nterventional cardiol ogist, he woul d say, "Well, why
can't we take themand have themdo a |limted subset
of training and experience to be able to nmeet their
requi rements, to sort of be the sole user?

DR. NAG Yeah, but the problemis you
need an overal |l general know edge, and then you need
to suppl enent that with specific know edge. You can't
just say | want to have only the specific know edge
wi t hout the general fundanmental know edge to back you
up.

So if you do a separate requirenent just
for gamma knife, it i s not good because you can't just

make, you know, 200 hours at gamm knife w thout
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knowi ng the rest of the general radiation basics.

DR. WLLI AMSON: There's anot her probl em
Even if the Boards adjusted their procedures so that
prospectively new candidates conplied with these
rules, it's not retroactive. The problemwould still
exist that the vast mpjority of Board certified
physicians and physicists could not neet these
regul atory standards.

DR. AYERS: Vel |, I think the
grandfathering m ght be a | arge part, but --

CHAI RVAN CERQUEI RA:  So is that possible

under the --

M5. McBURNEY:  Yeah, grandfathering.

DR. AYERS: That's ny next slide, which
has sonme issues there, but 1'll get to that.

CHAl RVAN CERQUEI RA:  Why don't we go to
t he next one? Are you done with this one?

DR. AYERS: Yeah, | think the problemis
well identified. There are really three branches to
this, work to the existing Part 35, and nost Boards
won't qualify and will have to conme in under training
and experience; change the rule and get it where nost
peopl e are happy. | don't know if you can ever make
ever ybody happy.

CHAl RVAN CERQUEI RA: That's not our
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m ssi on here.

DR AYERS: Ckay. Let's go to the next
slide.

CHAI RVAN CERQUEI RA: But, again, we do
have this subcommittee that's going to |ook at this
and cone up with sone recommendations on how to
resol ve this.

DR. AYERS: And | guess one question you
rai sed was that, well, the Boards have responded to
this. Well, theletters haven't gone out yet. So our
guery to themabout this hasn't went out to themyet.
So there hasn't been any fornma i nt erchange bet ween t he
Boards and NRC until those letters go out.

Ckay. On the grandfathering, | wasn't
prepared to talk about it last tine, and | wasn't
sure, and | agreed that the |anguage was a little
anbi guous, but the states in consideration are very
pr eci se. For medi cal physicists, pharmacists, and
RSCs, which is really not relevant, it's nostly for
medi cal physi ci sts. What the statenents in
consi deration very precisely say is you will get what
you have. If you're an authorized teletherapy
physicist, that's all you get. |If you' re authorized
for teletherapy and HDR, you get those.

You get what you have now. You don't get
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a broad recognition.

DR. WLLI AMSON: Which undercuts the | ast
poi nt that was made. So there is an issue wth
grandf at hering the previously boarded --

DR. NAG \What about authorized user, NRC
aut hori zed user?

DR, AYERS: |'msorry?

DR. NAG Authorized user? | nmean, are
t hey not grandfat hered?

DR AYERS: No, the authorized user is
35.57(b), whichwasn't anissue. The |l anguage differs
inthat alittle, and it's nmuch clearer. So this was
the issue itemfromlast tine.

DR WLLIAMSON: Can the statenents of
consi deration be nodified? Are they as unnodifiable
as the rule?

MR. HI CKEY: The answer is yes, and that
will be within the scope of what the subconmttee and
the staff |ooks at. Certainly if the rule can be
changed, the statement of consideration can be
changed.

M5. McBURNEY: But not for this printing.
It would be a new rul enaki ng and a new st at ement of
consi deration, right?

MR,  HI CKEY: If the question is how
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quickly can it be done, it's easier to change
sonething that's not a rule than it is to change a
rul e.

DR. AYERS: | think the Comm ssion would
probably have to be on board on that, but don't hold
me to that.

MR. HI CKEY: That's correct.

DR. AYERS: And you have presented your
views to the Comm ssion, and that's outside of the
scope of what |I'mtal king about.

MR. LI ETO Bob, coul d you just refresh ny
menory? Wiat's 35.57(b)?

DR AYERS: That's the grandfathering
cl ause. That neans everybody that is currently listed
as an authorized user at the tinme the new Part 35
takes effect will be grandfat hered for the authorities
t hat they now have essentially.

M5. McBURNEY: | understand all the stuff
about the Board certificationwas inthe proposedrule

as it is in the final, but not a whole | ot changed.

DR.  AYERS: | was not involved in the
rulemaking. So | can't -- if sonmebody el se wants to
speak to the history, | knowit went through several

revi si ons because at one tinme there was consi derati on

of awitten test on radiation safety, and where the
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changes occurred along the path, | guess Marjorie is
com ng up to the m crophone. She's nore know edgeabl e
of the history of rule devel opnment than | am

M5. McBURNEY: And whether there were
comment s about that or did people just sort of assune
that their Boards would be accepted?

DR AYERS: 1'Il let Marjorie address the
guesti on.

M5. ROTHSCHI LD: Ckay. Well, the proposed
rul e published in August of 1998, the | anguage that is
now at issue was virtually identical in the proposed
rule, and | can point you to that. kay? It's
3550 -- if we're taking like authorized nedical
physi ci st as an exanpl e, that proposed rul e | anguage
was, "The Ilicensee shall require the authorized
medi cal physicist to be an individual who,"” and then
under Ait states, "is certified by a specialty Board
whose certification process includes all of the
trai ni ng and experience requi renents i n Paragraph B of
this secti on and whose certification has been approved
by the Comm ssion."

Now, that |ast phraseol ogy there --

DR. AYERS. That's the sane, yeah.

M5. ROTHSCHI LD: -- may have been changed

slightly, just the last phrase, and there was a
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provi sion, you know, in this proposed Rule 3551 for
passi ng an exami nation, but the |anguage at issue,
taking this provision as an exanple was virtually the
same in the proposed rul e published August ' 98.

And t he ki nd of brief reviewl've had tine
to do in ternms of comrents and responses in the
statenents of consideration, | didn't seethis precise
issue as raised by commrenters or any of the
prof essi onal societies.

DR. AYERS:. Yeah, | |ooked through that.
There were no conments on this issue that I could find
in ny reviewthrough the package. The intent of this
whol e thing was to take nam ng t he Boards out of the
regul ation where it prohibited us from adding or
del eti ng new Boards or Boards that changed wi t hout --
we'd be rulemaking to add or delete the Board as it
exists now in the old Part 35.

And | guess when you say we're going to
recogni ze Boards, you've got to put sonmething in, and
this appears where the mss occurred, at |east from
t he perspective of the Commttee here. You' ve got to
put sonething inthat says thisis what it takes to be
qualified to be recognized.

Now, the recognition criteria could be

different obviously than what they are if we're
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rewiting therule or if youwent back listing themin
the rule itself, you again tie Board recognition to
rul emaki ng process in the future.

CHAl RVAN CERQUEI RA: Al right. Jeff?

DR, W LLI AMSON: I think a couple of
comment s have been made by t he Conm ssi oners and maybe
others on the staff -- | think Don Cool -- that there
was sonet hi ng t hat coul d be done in the inplenmentation
of these regulations that woul d at | east tenporarily
aneliorate the consequences or mtigate the
consequences of this problem and |I'm wondering if
John or Bob coul d expand on this.

DR AYERS: 1'Il defer to John.

MR HI CKEY: | don't think I can add
anything to what's been said. W agreed that --

DR. WLLI AMSON: | gathered that this was
-- this is what | understood them to be inplying,
although it wasn't made clear, that there was the
possi bility when the regul ati ons are i npl enent ed t hat
basically a hold could be put on sonme conponent,
subconponent of theregulationsif it turned out there
was an unforeseen difficulty in inplementing them
wi t hout postponing the inplenmentation of the rest of
the new Part 35 requirenents.

DR AYERS: Yeah, | think that can be
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consi der ed. However the Conm ssion, they haven't
addressed the issue of a fragnmented effective date
directly, but they's stated that they don't want to
revise the rule in pieces.

So if there were a proposal to inplenent
it wwth different effective dates for this part, that
woul d be an issue, but | think that does need to be
consi dered nevert hel ess.

DR. WLLIAMSON: Sothat is apossibility.
That was ny questi on.

MR. HI CKEY: Everythingis a possibility.

DR. AYERS: Yeah, | think nost of what
you' re tal ki ng about nowis at the Comm ssion | evel,
and it was great that everybody had a chance to bring
these issues to the attention of the Conmm ssion
yesterday, and nowit's on the radar so to speak

| can't predict what will happen.

CHAI RVAN CERQUEI RA: kay. We have a
guestion fromthe audi ence.

MR, UFFELMAN:. |1'mBill Uffel man, Society
of Nuclear Medicine, ACNP, but on behalf of the
Aneri can Board of Science and Nucl ear Medi cine.

Wth the six nonth delay or call it the
si x nont h del ayed effective date of the rule, those --

and you nmade the conment sonmebody who is already an
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RSO i s an RSO and, you know, they're grandfathered.
But sonebody who was previously an RSO, but is now
wor ki ng as an RSO because they've changed jobs or
what ever, can t hey go back and be an RSO w t hout goi ng
t hrough the whole rigmarole? That's question one.

Question two, those --

CHAI RVAN CERQUEI RA:  Wait. Wy don't we
get an answer to question one, and then we can --

DR. AYERS:. (Question one, | don't know.
| haven't | ooked at that issue.

CHAI RVAN CERQUEI RA:  That was easy.

MR,  UFFELMAN: Ckay. Question two,
ABS&M s exami s given in June at our annual neetingin
L.A this year. Those who pass the examin June and
become di pl omat es of ABS&M because they're in this
wi ndow between the March publicati on and Septenber -
Cct ober effective date, what is their status, you
know? Under which rule are they applying for
recognition of their qualification?

DR. AYERS: Well, they're applying under
the current Part 35 until such tine as the new rule
becones effective.

MR. UFFELMAN. Okay. So that's different
than what you said |ast year. That's why | was

checki ng.
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MR. H CKEY: This is John Hickey. Let ne

poi nt out that they have to be listed on a |icense.
It's not good enough just to be certified as of the
effective date of the new rule.

MR. UFFELMAN: So they' ve got to have this
RSO job lined up for, you know --

MR. HICKEY: W said -- | agree | don't
of f hand know t he answer to the first question because
the rule says "identified." So |I'd have to get an
interpretation as to whether that nmeans currently
identified or previously or currently.

But the answer to the second question is
you have to be certified, and if you haven't been
listed on a license, you need to get listed on a
| i cense before the effective date of the new rule.

DR. AYERS: Yeah, a job offer woul dn't do
it. | nmean, you' d have to actually go through the
process and be listed on the Ilicense to be
gr andf at her ed.

CHAl RVAN CERQUEI RA:  All right. Well, |
guess we over| ooked a fewthings at different |evels,
and | think we've identified the problem W' ve
spoken to the Comm ssioners. W' ve established a
subconmittee that's going to look at it, and we kind

of need to address it possibly as a new rule.
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| guess the one question is that for the
Boar ds who have al ready appl i ed and have been revi ewed
and have net nost of their criteria, | don't see any
reason that they should be held up. s that the
feeling of the Conmttee?

There's no --

DR. AYERS: Well --

MR. HICKEY: Wait a mnute. He's asking
the Conmittee.

DR, AYERS: |'m sorry.

MR HI CKEY: Sorry.

DR. W LLI AMSON: And these Boards, just to
refresh our menory are the nuclear nedicine, two
nucl ear nedi ci ne Boards, right?

MR HI CKEY: That's right.

CHAI RMAN CERQUEI RA:  What about the ACR?

DR. NAG  ABR you nean.

CHAl RVAN CERQUEI RA:  ABR. |'m sorry.

DR. AYERS:. A preceptor i ssue, a preceptor
statenment issue.

DR, W LLI AMSON: It's inportant to
recogni ze. It sounds like right now radiation
oncol ogy certification is not going to make it for
either the brachytherapy, teletherapy, or the

radi ophar maceuti cal s. Only  nucl ear medi ci ne
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certification.

DR. AYERS: The sane applies to the
radi ophar macy and the nedi cal physics and RSO It's
essentially everything el se.

DR, W LLI AMSON: So the scope of the
di saster wi dens.

CHAI RMVAN CERQUEI RA: It's definitely a
probl em

Ral ph?

MR LIETO | just wanted to make maybe a
comment regarding the grandfathering. You said you
weren't too sure about if sonmebody was not |isted now,
but had been previously, woul d t hey be grandf at her ed.
| guess --

DR AYERS: Yeah, and | don't know, and
there is some provisions in our current regul ations
that gives a window of tine in which you can --

MR. LIETG M suggestion was goi ng to be
as long as that neets the recentness of training
requi rement --

DR AYERS: That's the w ndow.

MR LI ETO -- that they be allowed to
gr andf at her.

DR. AYERS: Again, | don't know at this

poi nt w t hout --
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MR. LI ETO Just a conment.

DR. NAG One possible solution for the
short run, since we now have a separate neeting, until
the results of the subcommttee conmes out -- that
means the new will not be inplenented until the
subconmmi ttee cones out.

CHAI RVAN CERQUEI RA: | don't think we can
do that procedurally. I nmean, Dbasically the
Conmi ssi on has made the decision, | think, which was
supported by the Comrittee, you know, that they didn't
want to fragnment the rule out, break it out in
different ways, and | think the option that has been
given to us is basically inplement a rule and then
come up with a new rul emaki ng, which is part of the
charge of this Conmttee.

But in the meantinme I'mnot sure it's in
the interest of the stakehol ders. If sone of the
Boards basically have been approve by this new
standard, | think it would nmake sense since they
weren't affected as directly by sone of these other
ones to basically let them get approval.

DR. WLLIAVSON: Well, | think I concur
wi th our chairman. There seens to be no reason not to
go ahead and recogni ze the certifications of the two

nucl ear nedi ci ne Boards. It sounds like if the
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fragnment ed date of i npl enentation strategy is used, it
could be carefully calibrated to avoid the 35, 200 and
100 nodalities and focus on the 300, 400, and 600
nodal i ti es where the problem occurs.

DR. AYERS: Well, | think the last two
days have introduced a reason. Now that the Board
certification process may be back on the table, and
what we're prepared to do now may not be valid
t onmor r ow.

(Laughter.)

DR, WLLI AMSON: Well, that's a good
poi nt .

CHAI RVAN CERQUEI RA:  All right, but the
decision on this is going to have to be made soon
very soon, | nean, and if Congress gives approval to
go ahead, then I think the Comm ssioners are going to
need to nake sonme deci sion on how to deal with this.

| didn't get the feeling fromyesterday's
neeting that they had a solution for us. They' re
willing to have us look at it, but there's no
i medi ate resolution that's been put forward by the
Conmi ssion, by this Conmittee, or by the NRC staff.

DR. AYERS: And | think if the rule goes
through as planned, we'll imediately get those

letters out. One of them is, in fact, granting
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recognition to the second di agnosti c Board, and we' ve
acconpl i shed what you're asking for. It's just nmerely
we're just waiting until we know for sure which way to
j unp.

CHAI RVAN CERQUEI RA:  Ri ght .

DR. NAG And | agree with having the two
Boards, you know, approved, but what is going to
happen with the other four or five Boards? Once
i mpl enented, | rmean, you know, what are the
consequences of that?

CHAlI RVAN CERQUEI RA: Wl |, t he peopl e t hat
are already out there, I nean, should it change? They
woul d be grandfathered, correct?

DR. NAG No, but the new graduates are
com ng out this year.

DR. VETTER  But they woul d be approved
under the -- filling out all of the fornms of the
preceptor statenent, training, and so forth.

DR. AYERS: And these letters are going
to --

CHAI RVAN CERQUEI RA:  And t he peopl e who
woul d be nost affected would be the people who are
starting training now, is that correct?

DR NAG  No.

DR. AYERS. Well, theletters goingtothe
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Boards are not denying recognition. It's asking
guestions. Wat |'mgetting fromthe Committee is we
may not get the right answers back, but it's not going
out and saying you're not qualified. It's saying we
don't see where you do A or B, and could you pl ease
advi se us how you do this?

CHAI RVAN CERQUEI RA:  Yeah, | think there
was precedent for some of this. | mean, when ny
predecessor Barry Segal was here, there was quite a
little controversy for the people who didn't have
Boards but were trying to neet the requirements for
aut hori zed user under training and experience as to
whet her there could be two 500 hour bl ocks, whether
t hey were sinmultaneous or concurrent, and a vote was
taken that, you know, if there were issues, it could
cone to this Conmittee for review

| think we maybe revi ewed one or two, and
potentially this Commttee coul d assunme sone of that
responsibility, but we're tal ki ng about | arge nunbers
now if we're tal king RSO

DR. AYERS. Yeah, the issue of nultiple
500 hour blocks was addressed in a letter fromthe
Chairman. |'mtrying to remenber the addressee right
of fhand, but that we wouldn't -- for a radiation

oncol ogi st for a nunmber of different nodalities, we
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woul dn't sum those 500 hour bl ocks. That was
addressed in a response fromthe Chairman.

CHAI RVAN CERQUEI RA:  Well, we need to do
something, and | think it's going to be inpl enented,
and we need toinitiate this process. It doesn't seem
i ke we've gotten any indication that the guidance
docunents woul d deal withit effectively, andit seens
|i ke the new rule may be the only way to do it.

And | guess the best thing would betotry
to get this started.

DR.  AYERS: | think the problem is
guidance is intended to tell you or to provide
i nformati on howto conply with the rul e not change the
rul e.

DR WLLI AMSON: Well, that's correct, but
t he gui dance, you know, it woul d seemto nme we' ve nmade
the recommendation as a Conmttee that the gui dance
shoul d bend over backwards wi thin the confines of the
rule as witten to preserve as nmuch of the existing
recogni tion of Board certification as possible, and |
still think you should take that as your goal

MR. HI CKEY: Yes. Fromwhat our review
has indicated so far, it's clearly there is an issue
wi th medi cal physicists and RSCs. There may be nore

flexibility to soften the inpact with respect to the
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aut hori zed users.

DR. W LLI AMSON: Can you give us your
draft gui dance on howto -- what would be required to
establish your screening criteria, so to speak, for
establ i shing conpliance with the authorized nedical
physi ci st provisions?

DR. AYERS: | can say all that |I'musing
now is the rule. That's the guidance, and the
correspondi ng statenents of considerati on.

MR H CKEY: We will dothat. W' re going
to put a priority on addressing this first issue of
what needs to be done to fix the rule, but we also
will do that.

W have a letter froml believe it's the
American -- fromAAPMt hat has a proposal that we need
to respond to.

CHAI RVAN CERQUEI RA:  All right. Nki.

M5. HOBSON: Well, this norning one of the
speakers referred to that there could possibly be a
transition period where there wuld be sone
enf orcenent - -

M5. McBURNEY: Discretion.

M5. HOBSON: -- discretion. Could that
apply in this instance?

And al so, what is the absol ute shortest
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time that this rule could be anended? What is the
absol ute shortest tinme?

MR LIETG Not amended, but rewitten.

CHAI RVAN CERQUEI RA: Not anended, but,
well, just a newrule dealing --

M5. HOBSON: The new rule, the new rule.

DR NAG |IBS.

CHAI RVAN CERQUEI RA:  John? Best case?

MR HICKEY: | can't comment on that.

DR NAG |IBS

DR. AYERS: The only conment |'d have is
this is not an enforcenent issue. It's a licensing
i ssue in asense, anindirect licensing. It's kind of
unusual. W haven't been in this kind of space.

DR. DI AMOND: Bob, | actually disagree
with that. Dr. Frant earlier today was very clear
100 percent crystal clear that there's going to be
sonme |leeway with respect to how inplenmentation is
done, interpretation, maybe wi ndows for i npl enentation
and so forth.

So please don't be as strict as you're
telling us.

DR. AYERS: OCh, no, it's just wording.
| npl enent ati on I have no di sagreenent with, but all I

just said is it is not an enforcenent issue. It's
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clearly aninplenentationissue. M. Hobson presented
it as an enforcenent issue, and that it isn't.

| npl ement ati on, whi ch she t al ked about, of
course it is.

CHAI RVAN CERQUEI RA: The sense that |I'm
getting fromthe Commttee is that, you know, we kind
of agreed that we were correct on t he nucl ear nedi ci ne
aspect of training and experi ence and Boards, and we
should probably once the rule goes into effect
i mpl ement that in the sense of approval of the Boards
that have been reviewed and found to neet the
criteria.

And | don't think -- that pretty nuch
covers all of the stakehol ders for nucl ear nedi cine,
but then we've got this other problemw th, you know,
potentially the radiation oncologists authorized
users, but definitely with the radiation safety
officers and the nedi cal physicists, and we haven't
really come up with a solution, and | think we kind of
need to escal ate this to, you know, maybe have a -- we
met with the Comm ssioners yesterday. | think we were
just kind of, you know -- the full inplications of
this were made known t hen.

You know, maybe we should try to talk to

t he Conmi ssioner again, talk to Conm ssi oner Meserve
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to sort of see what the options are. You know, nmaybe
Ri chard on behal f of the Committee and | couldtalk to
himto see what the solutions would be.

I s that a reasonable way to go forward on
t hi s?

MR LIETO Well, | guess I'ma little
confused now. \ere is the subconmmttee that was
charged this norning fit into this?

CHAI RVAN CERQUEI RA: Vel |, t he
subcommittee would basically do the leg work. The
thing is there's a whol e bunch of unknowns. You know,
how much can be incorporated in guidance? How nuch
could be incorporated in grandfathering? Can we
concei vably stagger the inplenmentation, which is
sonmet hing that the Conmm ssioners have said they did
not want to do?

Nobody can give us atinme line for the new
rul emaki ng, and you know, we ki nd of need to have t hat
i nformation to see how we can basically solve it.

DR. WLLIAVSON: Well, | was going to
suggest naybe a notion that we could vote on, that the
ACMJ  recommends that the staff petition the
Comm ssion to stagger the dates of inplenentation of
the training and experience requirenents to preserve

t he exi sting training and experi ence requi renments for
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radi ati on oncol ogi sts, aut horized nmedi cal physicists,
nucl ear pharmaci sts, and radiation safety officers
until such time as a revised regulation can be
i mpl ement ed.

CHAI RVAN CERQUEI RA: Do we have a second
on that?

DR. NAG I'll second the first place.

CHAI RVAN CERQUEI RA:  |'m sorry?

DR. NAG VWhat you were asking in the
first place.

CHAI RVAN CERQUEI RA:  Right, right.

DR. NAG You know, | second that.

CHAI RVAN CERQUEI RA:  Yes, so you second

DR. WLLIAMSON: | just think we need to
t hink outside of the box here alittle bit, and that
we shoul d not i npose a very confusing and conflicting
transitional structure on the community if there is
some possibility of avoiding that, given that
everybody -- there's a general consensus anong the
Conmmi ssi oners, the staff, and the regul ated conmmunity
that this needs to be addressed by a rulenmaking
initiative.

So to ne it only nmakes sense to avoid

i mposing a very confusing and fl awed system upon the
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regul ated community for a brief interval of tine.

CHAI RVAN CERQUEI RA:  And fully assum ng
sone responsibility ourselves for not having clearly
identified the problemthat is --

DR. W LLI AMSON: Everybody screwed up on
this, and there's a lot of blane to be shared for why
we're in this position, but it only seens |like the
rational thing to do.

CHAI RVAN CERQUEI RA:  Rut h?

M5. McBURNEY: My only comrent on that is
that I don't think it would be the proper nmechani sm
for the staff to petition the Comm ssion; that we as
a Commttee can nake that recommendati on.

CHAI RVAN CERQUEI RA:  Ri ght .

M5. McBURNEY: But | don't think putting
that responsibility on the staff to go to the
Conmi ssi on.

DR. WLLIAMSON: | would anmend it then to
say that the ACMUJ --

CHAl RVAN CERQUEI RA: Ckay. That's
appropri ate.

DR WLLI AMSON: -- recomends to the
Conmi ssi on and ot herw se unchanged.

DR. AYERS: Marjorie, you were wanting

protocol input, is waiting.
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M5. ROTHSCHI LD: Well, actually not on

this particular notion. It was just Dr. Cerqueira's
request for some information on a tine line for
rulemaking. | didn't mean to interrupt.

CHAI RMAN CERQUEI RA: No, no, no. | f

you' ve got some information factually that's good.

M5. ROTHSCHI LD: On, okay. | was goingto
say general | y wi t h rul emaki ng under the Adm ni strative
Procedure Act, you have to have notice and conment.
In other words, you give people notice as in a
proposed rule, what you're planning to do, and then
there's an opportunity for comrent, which of course,
is what occurred in this rul emaking.

Now, the duration of that conment peri od,
you know, it can be very short or it can be, you know,
very | ong.

"' msorry?

M5. McBURNEY: |Is there a mnimun? W in
the states have a m ni nrum nunber of days --

CHAI RVAN CERQUEI RA: Comment peri od?

M5. McBURNEY: -- for conment.

M5. ROTHSCHI LD: Well, thethingis there
are other legal requirenents, | guess, that figure
into the coorment period. Typically we have to all ow

for a mninmmusually of 75 days, and so there are
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some other -- besides the Adm nistrative Procedure
Act, there's sone ot her statutory requirenments, but I
know t hat, you know, there have been comment peri ods
in the past as short as two weeks.

The problem is people don't generally
consider that. Usually what we get are requests for
ext ensi on of comrent period tines.

Now, as far as, you know, shorter
rul emaki ngs, it's possible you can have i nmredi ately
effective final rules, but those, the agency is
subjectingitself to-- it becomes vulnerableinterns
of the legal challenge when you have an i medi ately
effective final rule.

There's also sonething called a direct
final rule, but ny understanding is for that it hasto
be an issue that's not controversial. | think based
on all this discussion we could not say that.

So | hope that's somewhat hel pful interns
of the rul emaki ng process and tine periods.

DR. NAG Do you have |li ke a nunber out of
the hat? Wuld you say | i ke one year, two years, five
years?

M5. ROTHSCHI LD: Onh, for the duration of
a rul emaki ng?

DR NAG Fromnowtill when the newrule
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becones --

M5. ROTHSCHI LD: | mean, it depends on how
| ong your comment period is.

DR. NAG M nimum m ni num

M5. ROTHSCHI LD: M ni nunf

DR. NAG Overall fromtoday.

M5. ROTHSCHILD: | can't nmake -- | nean |
can just speak to what rul emaki ngs that |I' maware of,
you know, how nuch ti me has been consunmed. Soneti nes,
you know, because of, say, statutory requirenments
where we have to act, you know, we can do start to
finish in less than a year, but that --

CHAI RVAN CERQUEI RA: Let ne ask Richard
and Jeff and Ralph. Is this controversial? Do we
anticipated that there will be --

MR. LIETG That's a good questi on.

CHAl RVAN CERQUEI RA: -- groups --

MR LIETG M feelingis it appears from

the discussion here that everybody is on the sane

page. | don't really think -- 1 think what should
happen -- you know, | think in all due respect to
Jeff's notion, | think we're a little premature.

| think, first of all, the rule hasn't

been published yet. kay? And we know what the

probl em is. So with the Committee already being
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charged, and | guess | would ask if it's possibl e that
t hey coul d come back with sonme proposal 30 days, you
know, 45 days fromnow, and then turnit over to staff
for the rul emaki ng process.

| mean if we had that and it's not
controversial, isn't it possible we could have this
all done by the end of the year?

M5. ROTHSCHI LD:  You know, | can't make
any conmtnent. | just think the amount of di scussion
t hat t he subj ect of trai ni ng and experi ence gener at es,
t hat that one aspect of direct final ruleinthis case
| doubt, you know, whether this rul emaking, you know,
woul d be appropriate for a direct final rule.

But you know, |'mjust speaking now, you
know, personally.

CHAI RVAN CERQUEI RA:  Certai nly based on ny
experience with this rule, I mean, you' ve got a public
comment, drafts, publish the draft. People get to
respond. You' ve got to respond to the questions that
you' ve gotten, and it's got to be published again for
anot her public comment period. It's going to take a
whi | e.

DR, AYERS: And there's the interna
process, too, whichincludes the Comm ssion's approval

and the publication period.
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CHAI RVAN CERQUEI RA:  And Q\B.

DR. AYERS: And OMVB, yeah.

CHAI RVAN CERQUEI RA:  Rut h.

M5. McBURNEY: Looking at the issues of
the attenpts to try to get nore uniformty of the
requi rements throughout the country, | would prefer
t hat these rul es go ahead and go into effect, and even
i f people have to be authorized as authorized users
and nedi cal physicists under the alternate training
and experience, in the neantinme, before we can get
t hese ot her proposed rul es because it may take up to
two years to do that.

In the nmeantinme the states are going to
have to start working on conpatibility rules and so
forth, and to have that total lag on all the rul es and
especially on the trai ning experience trying to keep
t hose nore equival ent, that would be problematic.

CHAI RVAN CERQUEI RA: | agree with that.

So we have a notion.

DR. WLLIAMSON: |'mnot sure | understand
the point. It seens like that is going to happen if
the inplenmentation dates are not nodified in this
staggered way, the states are going to have to approve
Part 35 as it is noww thin three years, and then in

anot her 18 nonths a new nodification of the rule is
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going to cone al ong, and then they're going to have to
start working on that at the sanme tine.

It seems to me it would make sense to
| eave t he part al one t hat everybody agrees needs to be
changed, inplenment the rest, and then when the final
rul e cones out, then the state shoul d start worki ng on
it.

CHAI RVAN CERQUEI RA:  Rut h?

M5. McBURNEY: No, | think that by the
time the states get to the point of actually or many
of the states get to adopting conpatible rules, we
woul d have at | east a proposed change ready to go, and
they could enfold that into their proposed rules.

DR. WLLI AMSON: But what woul d happen is
we would propagate this error through the whole
agreenent state systemthat would di senfranchise --

CHAI RMAN  CERQUEI RA: Yeah, but the
agreenent states had three years upon which to act,
and during that time they can operate under the ole
rul es and, you know, even under the best case a | ot of
themw ||,

DR. WLLIAVSON. Well, they can't -- for
three years they can, but they're going to start
i npl ementing the new rule, and sonme of them wll

i mpl enent the newrule if it's inplenented in toto,
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and that is going to propagate to the other 32 states
potentially this error.

So | actually think the nost rational
thing is to keep that part of the old systemintact
until a new part can be thought out and i npl enment the
rest.

CHAI RVAN CERQUEI RA:  Rut h.

M5. McBURNEY: But duringthat tineif the
Commi ttee's reconmendati ons get adopted by the staff
and put forth as a proposed rule, there wll be
paral | el rul emaki ng or parall el rul e devel opment anong
the -- for the suggested state regul ations that wl|
be out and available to the states along with that in

that tine frane.

DR. NAG | think to be realistic it's
going to be at least two or three years. | nean,
not hi ng happens in one year. | nmean as a m ni nrum al |

that we tal ked about realistically ook at two or
t hree years.

DR. WLLIAMSON:. So | think if there's a
concern wth nuclear medi ci ne, since that's
uncontroversial, nore or | ess, that coul d be exenpt ed,
but | do think in the therapy area, why propagate this
error unnecessarily?

CHAl RVAN CERQUEI RA:  Ni ki ?
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DR. AYERS: Vell, | would point out it

isn't as sinple as keeping the old training or Board
certificationtrainingexperiencerequirenent. If you
keep those, they will now refer to sections that no
| onger exi st.

M5. McBURNEY: That's right.

DR. AYERS: You're going to create a real
probl em

CHAI RVAN CERQUEI RA: N ki .

M5. HOBSON: Yeah, |I' mjust wonderi ng what
t he practical inpact on patients that thisis goingto
have. Now, | nean, just sort of visualize. You know,
we're stringing this out over two or three years.
Vel |, people are going to change jobs. They're going
todie. They're goingtoretire. Are we going to be
left with enough people out there to provide, you
know, these essential services?

| think that the holes wll just get
bi gger and bi gger, you know, unl ess we do sonmething to
kind of plug the gap until we can get the new rule.

CHAI RMAN CERQUEI RA: Ri chard, and then

| et's go back to Jeff's notion because if we're goi ng

to get out of here on tinme, we'll have to.
DR VETTER In response to N Kki's
comment, | think the greatest inpact would be on a
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| i censee who needs to hire a new RSO, and that new
RSO, if they aren't an RSO on sone ot her |icense, they
have to becone approved as an RSO becone qualified
under the newrules, andif they' re Board certified or
not, they are going to have to go through the process
of filling out all of the paper work and so forth.

Sothe licenseeineffect would hire a new
RSO who cannot be approved on the |icense until
t hey' ve gone through that entire process. It's going
to be a problemfor |icensees.

DR. AYERS: Yea, | don't think it bars
people, but it's a process issue, and the alternate
process is nore |l engthy than --

CHAI RVAN CERQUEI RA: Jeff, could you
restate your notion?

DR. WLLI AMSON: Yeah. M notion was that
the ACMJI reconmend to the Comm ssion that the
i mpl ement ati on dates of newPart 35 be staggered so as
to delay the i npl ement ati on of training and experi ence
sections for aut horized nuclear phar maci st s,
aut horized user/radiation oncologist, authorized
medi cal physicist, nd radiation safety officer until
such tine as a revised rul emaki ng can be conpleted to
rectify the problem

CHAI RVAN CERQUEI RA: Now, | think sone
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peopl e had sonme i ssues with that just interns of, you
know, the staggered inplenmentation.

DR W LLI AMSON: well, | think it's
i mportant to -- you know, the nessage is come up with

sone adm nistrative strategy totry toretainthe old

systemuntil --
CHAI RVAN CERQUEI RA:  So coul d we meke --
DR. WLLIAMSON: -- the rule can be fixed
and --
CHAI RVAN CERQUEI RA:  -- the notion sort of

nore general rather than trying to give them a
specific solution for it?

DR WLLIAMSON: Okay. |1'll rephrase it
t hen. The ACMJ recomends t hat the Conmi ssionretain
the old training and experience requirenments for
aut hori zed nucl ear pharmaci st, authorized user of 35-
600 materials, authorized nedical physicist and
radi ation safety officer wuntil such tine as a
rul emaking initiative can be inplenented to rectify
t he problem of training and experience requirenents.

CHAl RMVAN CERQUEI RA:  Can we get comments
from peopl e that woul d have probl ens voting positive
for that?

M5. McBURNEY: | think I still think that

you're going to have problens in doing that as Bob
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Ayers nentioned, referencing parts that don't exi st
anynore. The requirenents for diagnostic authorized
user are actually going down, | believe, on the
number - -

MR HI CKEY: Yeah.

M5. McBURNEY: -- of hours of training,
and you --

DR. WLLI AMSON: But that's excluded from
this.

M5. McBURNEY: Let ne finish.

And the -- no, it's not excluded.

DR. WLLIAMSON: | just excluded it in ny
not i on.

M5. McBURNEY: | didn't hear that.

DR. WLLIAMSON: Well, | focused, just to
repeat it, for authorized nuclear pharnacist,

aut hori zed nedi cal physicist, authorized user in 35-
600, and radi ation safety officer. That's the scope
of my notion.

M5. McBURNEY: And it's going to |eave
sone doubt and confusion anong the states as to what
rules need to be inplemented, and in making their
rul emaki ng, do they use the old criteria or the new
criteria, and so forth?

DR. VETTER. The NRC is going to do what
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they have to do to inplenent the newrule. | would
vote in favor of this notion to send the nessage, and
they're going to do what they have to do.

DR. WLLIAMSON: | thinkthe basic nmessage
is think outside the box and see if you can conme up
with sone way and solve all of these admnistrative
probl ems that Ruth and Bob have nmenti oned.

CHAI RVAN CERQUEI RA:  But if you nake t hat
notion without putting in specifics and del aying the
i mpl enentation of portions of it, which | think are
going to be controversial, | think that will send them
t he nessage.

And | think we also agree that maybe
Richard and | should call Conm ssioner Meserve and
talk to himto see what other options are avail abl e.

DR. WLLIAMSON: | think, you know, we're
not the | egal experts. It's their job to figure out
how to do this.

CHAI RVAN CERQUEI RA:  Ri ght .

DR. AYERS: | would coment | think you're
addressing the wong i ssue therewith the trai ning and
experience requirenment. |It's the Board recognition
that's the issue, and if the Boards had to be vetted
agai nst the exi sting requirenments, | thinkthey'd have

t he sanme problem
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DR. WLLI AMSON: Well, that's correct, and

sothat's why | saidleaveit. Right nowthe existing
trai ni ng and experi ence requi renents don't create that
dilemma. That's why | phrase the notion --

DR. AYERS: Nor do the newones. It's the
recognition process that's the probl em

DR. W LLI AMSON: But the old regul ations
don't require a recognition process. That's why the
dilemma is not raised. It's avoided by nmy notion.

CHAI RVAN CERQUEI RA: Well, the NRC and
this Comm ttee because we had a ot of input intoit.

So state your notion again, Jeff.

DR WLLI AMSON: Ckay. The ACMUI
recommends that the Conmi ssion retain the existing
trai ning and experience requirenents for authorized
nucl ear pharnmaci st, authorized nedical physicist,
aut hori zed user of 35-600 nodalities, and radiation
safety officer wuntil such time as a rulenmaking
initiative can be conpleted to rectify the probl emof
recogni tion of the Boards as pathways for achieving
this status.

CHAI RVAN CERQUEI RA:  We shoul d probably
get a second on this new notion

DR. DIAMOND: 1I'll second that.

CHAl RVAN  CERQUEI RA: Any  further
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di scussi on, which I hope -- okay. So we should vote.
Al'l in favor of Jeff's notion?
Opposed?

Ckay, and you abstain? Ckay.

Yes.

MR. LIETO Dr. Cerqueira, are you and
Dick still going to plan on conversing with the
Chai r man?

CHAI RVAN CERQUEI RA: | woul d | eave t hat up
to the Conmttee. If the Commttee feels that woul d
be appropriate and hel pful, okay.

DR, WLLIAMSON: | think you shoul d.

CHAI RVAN CERQUEI RA: Ckay. Now okay. We
can do that.

Al'l right. Bob, thank you.

Al right, John. So | guess we've got
actually three itens | eft. The update on the new | VB
devi ces undergoing current review, security of
radi oactive materials by Cathy Haney.

Has Cathy been in the audience? She's
been her in all of this.

MR. HI CKEY: Could | request that we have
Cat hy Haney go next since she's on a tight schedul e
and --

CHAI RVAN CERQUEI RA:  Sure.
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MR HICKEY: -- I'mgoing to be here for

t he remai nder of the neeting?

CHAl RMAN CERQUEI RA:  Sure. FCSS, SSSB.
What does that stand for?

M5. HANEY: It stands for Fuel Cycle
Saf ety and Saf eguards, and the Safety and Saf eguard
Support Branch.

(Laughter.)

M5. HANEY: And then | can tell you about
the next tier down, which are the sections, but |
think that's probably good enough.

CHAI RVAN CERQUEI RA:  Ckay. Well, that's
god, Cathy. Welcone back

M5. HANEY: It's a long way from the
Di vision of Industrial and Nuclear Material Safety.

PARTI ClI PANT: Actual ly, do you have an
over head?

M5.  HANEY: Yeah, and | think ny
presentation will be alot | ess controversial thanthe
| ast ten mnutes that | just heard. So you all can
sit back and enjoy for a few m nutes.

DR. WLLIAVSON: Sort of |ike old days,
huh?

M5. HANEY: Sort of |ike old days, right.

DR. DI AMOND: You' ve never been

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

319

controversi al .

MS. HANEY: No, never, never. It was so
nice to be sitting on that side instead of up there
where John usually sits.

VWhat | want to talk to you about today is
nostly thisisjust aninformtional presentation, and
it's maybe a little bit of a ook into the future of
where the medical and the other materials |icensees
may be in two to three years.

So this is I"'mjust kind of planting a
seed, and al so just since you are representatives of
NRC, if people know, you know, that you're on the
Advi sory Comm ttee and t hey say, you know, "Wat's NRC
doi ng about security at the nucl ear power plants?" it
will give you alittle bit of -- a couple of tidbits
of information so that you all can answer that
guesti on.

| have a long list of things to talk
about, but it really will not take nme that long. |
just want to point out what the NRC mission is, and
you're so used to hearing about safety aspects, as |
was when | was in the other division, and nowthat |I'm
in Fuel Cycle, it's all of a sudden there is another
side to NRC, and that's the safeguard side. So we'll

touch on that for a second.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

320

Just review some of the security
regul ations and sonme of the aspects of a security
program and what |' mgoing to really be tal ki ng about
is comng fromthe reactor world, but when you sit
back and |ook at them they apply to all of your
facilities when you | ook at security and saf eguards as
an overall issue.

"1l  tell you about what we did
i medi ately follow ng Septenber 11th, and what we've
done, sonme long-term actions, and then tal k about
where we' re going fromthere, and then just touch real
briefly on what are the inplications for this
Conmttee, and in two years what will | be talking
wi th you about, and I'Il be back in the controversi al
seat. So that's why |I'mstarting now.

So as far as the NRC m ssi on goes, | think
everyone realizes that it's to protect the public and
pronote, but once you get beyond that first |ine
people are not as famliar with that second |ine,
which is we really do have a role in promoting the
common defense and security aspects of use of
byproduct source and special nuclear material. So it
is much | arger than just a safety and worryi ng about
public dose and occupational dose.

I f you | ook at the regul ati on of security
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aspects, it's very simlar to what you see with the
safety aspects. First, we're regulating through a
i censing. There is inspection and oversight.

Now, in your particul ar hospital settings
or university settings, about the only regul ati on that
you're going tolook tois Part 20, Section 1802 t hat
has to dowith security of material, whichisalittle
short, two or three liner in 10 CFR

Wien you get into sone of the |arger
facilities, you're |ooking at whole sections of 10
CFR, and | don't see you going there. So don't get
pani cked t hi nking, "Ckay. She's really setting ne up
for two years.” I'mreally not.

But we occasionally do rulemaking in the
security area. |f we were going to change regul ati ons
with regards to -- | nmean, if we were going to change
our posture about security of licensed material, we
woul d be | ooking to possibly rul emaking.

There is alot of research that goes onin
this area, especially post 9/11. Qur research in the
security aspect has also increased, as well as our
i nt ergovernment al coordi nati on.

| mean, we always in this area had a | ot
of coordination with the FBI, with CIA as far as

| ooking at intelligence information that was com ng
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t hrough, but nowwi th the O fice of Honel and Security,
that's increased drastically.

We have al so reached out to a |l ot of the
other intelligence communities, working closely wth.
We are tal king about possibly putting sone staff a
couple of hours a week down at the FBI buil ding and
| ong term maybe even down at the Cl A

So we are |looking at really doing sone
outreach with the other government users, and what
we're looking at this is really from a national
infrastructure standpoint. The governnent as a whol e
i s deciding what area to put their resources into to
prot ect. There needs to be sone hierarchy of
i denti fyi ng what are the key i nfrastructures that need
to be protected, and that's really -- NRCis playing
in that area. So | want you to know that we are
particularly involved in that.

If you' re looking at a safeguards and
security program there are a coupl e of key terns t hat
you need to |l ook at, and |I'mnot going to go through
all of this in depth, but the first one that | want to
mention is design basis threat.

And the reason | want to nention this to
you is this is something that we will be consi dering

relative to larger material |icensees, and basically
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what a design basis threat is is identifying the key
conponents that we want a facility to protect against,
and then once the NRC would identify those, this is
turned over to the licensees, and then the |icensees
devel op a security protocol for doing it.

Typically it's adenial strategy, whichis
basically keep the bad guys on the other side of the
fence. So it's sonmething very sinple.

W are doing atop to bottomrevi ewof our
security program the safeguards program |'ll get
intothat inafewnore mnutes, but one of the things
that we'll be looking at is the design basis threat
and whet her what we currently have shoul d be changed
inlight of the hei ghtened threat environnment and al so
who shoul d the design basis threat apply to.

Right now it really only applies to
reactors and to our very large fuel cycle facilities.
So it's a very small population. But should certain
aspects of that design basis threat apply to a
hospital, apply to a university?

And if you're thinking, "GCkay. That
sounds great, Cathy, but what does that nean real
wor | d?" you know, when you take it down to the
hospital setting, | nean, maybe that's putting up sone

extra vehicle barriers to keep like a truck from
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approaching the facility very close. [t's just
| ooki ng at your physical |ayout to see if there are
any changes that woul d need to be nmade.

When you' re | ooki ng at security prograns,
it'sreally brokeninto three areas. One i s physical
security. Second is personnel security, and then
i nformation security.

There's been a lot recently on the
I nt ernet about the information security, and this has
to dowth vulnerability of access to nodens and your
comruni cations systens, and |I'm sure individuals at
your facilities are really |ooking at this already,
but again, it does go beyond just a nuclear
environnent when you get into the information
security.

And then we talked a little bit about the
NRC oversight program already, that it is in a way
simlar to what you're famliar wth,.

And the last itemis security |evels,
which is probably sonething that you have not heard
before nostly because it hasn't applied. And again,
|"'mnot sure that | would if | was going to crystal
ball it say that it would apply to you, but let me
tell you alittle bit about them

Ri ght now NRC has three security |evels.
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| mredi ately following the terrorist attacks, we went
to our highest security |l evel for our |icensees, which
is a Level 3, and this has the |icensees increase
security at their site and make changes to really all
of their physical security, their background checks on
personnel, as well as their information security.

There's an effort underway at the
governnment |evel to take all of the different threat
| evel s or security | evel s that each agency has and go
to some type of uniform |l evel. This is an effort
t hat ' s underway under the O fice of Honel and Security.
And as a result of that, you know, when one agency
says we're at one level, the other agencies are at
simlar |evels.

So there will be nore to cone on that.
It's just in the initial stages at this point, but
just be aware that there are different security | evel s
t hat NRC does have now for sone of its facilities.

| think what " mgoing to do is skip over
t he next couple of slides so that | can keep you on
schedul e here. |'ve been responsi bl e for keeping you
| ate before. So | don't want to be responsi bl e t oday.

Let me tell you what NRC did i mredi ately
followng the attacks. The first thing is we

activated our Energency Operations Center, and that
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was activated within a couple of m nutes, and we went
to 24 hour staffing on that particul ar area.

We had our executive team which is a
representative fromeach one of the offices in NRC
like the Ofice of Nuclear Material Safety and
Saf eguards; Marty was there, which is our Director
O fice of Nucl ear Reactor Regul ation had their office
director there; and the Chairman of the NRC was al so
there. And we staffed that for 24 hours.

Qur first step was to issue a threat
advi sory, which took all of our licensees to their
hi ghest security level, and then subsequently we've
i ssued updates to those threat advisories. | think
all total we've probably issued in the 20 to 30 type
of range of advisories, and for various reasons.

If we saw a change in the threat
environnent, we would informlicensees or if there
were certain actions we wanted |icensees to take, we
woul d i ssue an advi sory. And nost of the advisories
went to the power reactors.

There were sone -- | think there was one
advi sory that went to all materials |icensees. There
were some where we went to just the |large material
| i censees, those with energency plans. But these were

typically the licensees that al ready had a very formal
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security programin place where we t hought that they
shoul d nmake sonme changes in that particular item

If with the larger licensees we did
contact themand di scuss what actions they had taken
i n response to the advi sories, we nmai ntai ned const ant
coverage of nonitoringtheintelligencetrafficto see
i f there was anythi ng changi ng that we needed to know
about and whet her we needed to increase or decrease
security at our sites, if there was a specific threat
agai nst any of our reactors.

We al so coordinated with the states, and
we di d have soneone down at the FBI's what's referred
to as SICC, which is the Strategic and Information
Qperations Center. And then |' msure when you cane in
today you sawa different security systemthan you had
previously seen here. So, | nean, even in house we
i ncreased our security.

Post 9/11, and this is where we start to
| ook at where will we be going from here, and you
guys, sone effects on your particular |icensees. W
wer e | ooking at augnmenting |licensee's capabilities,
and this is recognizing that pre-9/11 there was a
certain threat environnent that our |icensees were
expected to protect against, but then post 9/11, we

did want themto increase that security.
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So we're taking it up a notch or two or
three or four, dependi ng upon who you ask, but we are
i ncreasing | icensee security requirenments to what the
Conmi ssi on believes is prudent inlight of the current
t hreat environment.

We al so have coordi nated federal assets
wi th other government agencies. Two are noted up
t here. One is the Coast Guard and the Conmbat Air
Pat rol . Dependi ng upon what action we were taking, if
it was gat heringinformationfromthese other agenci es
or providinginformation fromour sites to these other
agenci es, we were doing significant outreach to the
ot her federal agencies.

|"ve nmentioned that we are doing atop to
bottomrevi ew of the safeguards program and this is
sonmething that is very nuch -- nost of the work will
be done in fiscal year 'O02. There is sonme that
extends out into '03, and then there's a very little
bit that goes into '04, but the thought is that the
majority of the work will be done this year and next
year.

There are a couple of things that we're
| ooki ng at, is | ooking at that design basis threat to
decide if any changes need to be made to that. W're

| ooking at vulnerability assessnments at the sites
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where we' re actual |y goi ng out to sone sites or having
contractors go out to sites and | ook at the particul ar
sites and | ook for what are the vulnerabilities, and
giventheincreasedthreat environnment, do adversaries
have better access to those sites typically referred
toas critical target areas? And are there any -- we
have not gotten down at this point to | ooking at your
smal | hospitals. The majority of the work is in the
reactor area in the fuel cycle arena.

W may be | ooking down into sonme of the
| arge irradiators, and again, the focus is on risk.
Wiat risks do the specific facilities pose,
recogni zing that fromthe standpoint of the nedical
facilities, you' ve been conplying with 20.1801
| ooki ng at security of material all along. So with
t he hope that you would just keep doing what you're
doing and consider any of the increased threat
environnent if there is anything that you woul d need
to make changes.

There may be possibilities for | egislative
changes in this particular area. There are several
Congressmnen that are very i nterested i n what NRC does.
So it's possible long termyou coul d see sonme changes
in that area.

Also, there wll be some changes, |
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believe, in the interagency coordination aspects
again, just tryingto work together. W'reall trying
to work together as one federal governnent to come up
with a position that would be uniform between the
di fferent government agenci es.

As far as what's going on in the threat
wor | d, because if you listen to CNN, you hear a | ot
about it, hopefully we'd |like to hear about it before
it hits CNN, and that usually works.

There's one case where | was driving hone
from work and heard sonething on CNN. It was |ike
when | left work everything was fine, and an hour
| ater what am | hearing on the public radio?

Once 9/11 hit, we asked all of the sites
to report suspicious activitiestous, andto be quite
honest, we had hundreds of reports in, and sone of
them were fly-overs where you'd have snall planes
flying over the reactor sites at very |low |evels,
caused sone concern because there really was no reason
for the planes to be down that | ow

You know, when you go back and | ook at
them you know, they could not track where the
airplane canme from So it nakes you wonder as to
what' s goi ng on.

Al ot of strange people. It's amazingthe
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nunber of people that feel it necessary to take
pi ctures of nucl ear power plants.

(Laughter.)

M5. HANEY: So nowt hose peopl e have found
it into our database of the nunber of incidents in
that particul ar area.

Wien we got an unusual case, it was
typically reported to |l ocal FBI, and | ocal FBI woul d
go out and investigateit if it was sonething that was
deemed crossed a threshold of this seens awful
strange; maybe we should |l ook at it.

And obvi ously, there were sone di fferences
on sonme of the risks that were posed. | think there
was one case where we had sonmeone bei ng i ntervi ewed by
| ocal FBI that was just two tourists that happened to
want to be taking a picture of the |ake and then on
the other -- they didn't realize that on the other
side of the |ake was the nuclear power plant. So
there were, you know, things like that.

But in sone of the fly-overs, it led you
tobealittle bit nore concerned about what was goi ng
on.

All right. Flip this one.

Ckay. Surveillance and pl anni ng, and t he

reason that we |looked into this particular area was
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that, you know, it's obvious that the Septenber 11th
attacks did not just occur, and t here have been mul ti -
year surveillance going on, and this is why it's
i mportant in your facilities to -- you know, the
constant attention that you do pay to security because
if something is going to happen, it's usually not
just, you know, | deci ded to do sonet hi ng wong t oday.
It's sonething that soneone may have been thinking
about for a while.

And | ooki ng at different systenms that you
can have in place with regards to this surveillance
i nformation coll ection, just sensitizingpeopleinthe
departments to be aware of any unusual activities.

Your security systemchall enges, | nean
you have security systens in the hospitals for reasons
beyond the radioactive materials, but again, naking
sure that in your particul ar departnments that you are
involved in decisions made with regard to this
security because it does have inplications for the
radi oactive material .

This insider infiltration sounds aw ul
serious in the area where you are, in the reactor
areas, the fuel cycle facilities. It is a big
concern, but to bring this down into, you know, the

wor |l d of the university and the hospital, this is the
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m suse of the radi oactive material where you're, you
know, puttingin someone el se's food or sonething like
t hat .

| nean, we've had incidences over the
year. so it really does apply, and | think what |'m
trying to say is, well, you know, nost of this
program security and safeguards programis set for
the power plants and the fuel cycle facilities. It
really does have inplications into the university
setting and the hospital setting.

Okay, and then the | ast one is really what
are the possible inplications for the nmaterial
i censees. What will | be back here talking to you
about in tw years?

And t hese are ny crystal ball, | guess, if
you want to refer to it that way. One is the
vul nerabil ity anal yses.

As | said, right now we're really not
focused down into the university or into the hospital
setting, your small community hospital setting.

It's possible that long termthat we do
start looking a little bit closer at what are the
vul nerabilities at the hospitals, and when we woul d
approach it froma hospital setting, we'd start with

t he hi gher risk sources as conpared to your conmunity
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hospital that's only doing 35, 100, and 35, 200.

Ther e may be sone statenents that come out
fromNRCwith regards to i ncreasing security at your
sites. W have proposed what we've called interim
conpensatory measures for the larger |icensees, and
it's possible that long termthat we may be proposing
sone security nmeasures that would be at hospitals.

Again, you're not on the top of the |ist
right now, but long term vyou know, we would be
| ooki ng at these areas.

And then as we do go on and nake changes
i n our saf eguards and security regul ati ons, there may
be some of those changes that would affect your
facilities, and that woul d be sonet hi ng t hat we woul d
be com ng back to talk to you about.

So as | said, these are | ong-termchanges.
Qobvi ously when we are doing this top to bottomrevi ew
of the safeguards and security programs, we're
t hi nking of all |icensees. So you're not |ost; you're
not forgotten.

W are using a risk approach, the |arger
| i censees, hi gher risk licensees first, but
recogni zi ng that sone of the changes that come out of
t hose prograns coul d have i nplications to the nedical

setting.
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So that is the quick overview of the
saf ety and saf eguards and what NRC has done post 9/ 11.
|'d be happy to answer any questions, just not about
Part 35.

(Laughter.)

M5. HANEY: | had to get that in, Jeff.

DR. VETTER:. W ki nd of |aughed when you
menti oned people taking pictures of nuclear power
pl ants, but we've had people taking picture of our
oxygen supply at our hospital, of our own nuclear --
not nuclear. I'msorry -- our own power plant. W
have two, one for our clinic, one for our hospital.
And so we're getting a little bit -- sone of these
have been investigated by the | ocal |aw enforcenent,
and you know, it's innocent enough just |ike you've
menti oned. Nevertheless, you can't help but get a
little bit paranoid.

And t hen because of ny own naivete, |'ve
| earned today that the | ocati on of where we store our
brachyt herapy sources and our nuclear nedicine
generators and all of that is on ADAMS. It's there
for the world to see, and | didn't know that because
our information security is so tight | can't get to
ADAMS. | can't get through the firewall. | can get

E-mail, you know, and all of that. You can get out,
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but when it cones time to getting back in, our
firewall is so secure | haven't been able to go up to
ADAMS.

| ' mgoi ng to work on an al t er nat e pat hway,
but what I"'mreally getting at is | hope I'"mnot the
nost naive RSOin the world. | would submt that nost
RSCs don't know that the | ocation for the storage of
their radioactive materials is on ADANS.

If they did know, they mght think a
little differently about the security of their area.
And in fact, if | knew that in my last I|icense
reapplication, broad scope |license application, which
we turned in in Decenber, | might not have furnished
room diagranms. | would have challenged the NRC to
have Enforcenment or Licensing cone out and | ook at it
rather than give you a room diagram show ng the
| ocati on.

I"'mjust a little concerned about that,
and the chal l enge I woul d have for youis, or the NRC
whonever, istonotify radiation safety officers that,
in fact, all of this information is on ADAMS in case
they didn't know about it, and you know, they may want
to heighten their own awareness of security issues
because of that.

M5. HANEY: Well, | think that's a good
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poi nt . Early on NRC took down its Wb site
conpl etely.

DR VETTER  But they didn't take down
ADAMS, did they?

M5. HANEY: Well, there were a coupl e of
days where it was down. Everything was down. You
coul dn't access anyt hing on NRC because of just sone
concerns about what information was on there.

Bit by bit the Web site has gone back up,
but | think you're correct about the ADAMS i ssue, and
t hat woul d be one thing. | will take that chall enge,
and | guess as you're interacting wth your
associ ates, you know, al so to nmake themawar e because
that's a good way of getting the word out, sonetines
better than what NRC is doing.

And | think it is good to think about what
i nformati on you are sendinginto NRC, andit'stinmeto
guestion it because, you know, information that we
didn't used to worry about pre 9/11 comng into the
agency, and then the aspect of NRCtrying to share the
information with the public, to be open. Things have
changed, and | think you raise a very valid point.

M5. WAGNER SCHWARZ: Cathy, is there sone
way that that portion of the information can be

wi thdrawmn and not -- | mean, because of security
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reasons, not made avail abl e?

M5. HANEY: We can look intoit. | would
say it certainly is a valid concern. There are ways
t hat you can take information out of ADAMS, such as
t hat .

So | mean, I'lIl take that as an action
item for John.

(Laughter.)

M5. HANEY: John's over there saying you
li ke that. You just vote nme on that one.

But | think it's sonething that we
probably should | ook into and consi der.

CHAI RVAN CERQUEI RA:  Davi d.

DR. DI AMOND: Cathy, thank you very mnuch.
I f nmenory serves, | think I'mthe one that suggested
that we have this little briefing, and I found it
very, very informative.

| would |i ke to echo what Di ck sai d, which
is that certainly we're not the highest risk
| i censees, but at sone point it would be useful to
send out sone general nenorandumto t he hospital based
| icensees just to gently rem nd them regarding the
i mportance of these issues.

My question is wthout giving us any

i nformati on whi ch woul d make you unconfortabl e, just
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stemm ng from sone di scussions we had earlier today
with Dr. Frant, has there been any concern in the
governnent of prior credible threats about fol ks, bad
folks, trying to avoid these very high risk targets
and starting to l ook into these dirty bonb i ssues or
di spersal of radioactive materials, suchas Iridium92
or cobalt?

Can you tell us if that's been a credible
concern or is it just our paranoia reaching down?

M5. HANEY: Well, | guess for as nuch as
| can say, | guess there is a concern obviously

| ooki ng at the Washington Post and the WAashi ngton

Tines. There have been nunerous articles about dirty
bonbs, and |I'm sure in your |ocal newspapers you've
seen sone, and there's been sone reporting.

So |l think it's fair to say that it is a
concern and something that people are |ooking at.
Beyond that |I'm not sure | can give you nuch nore
i nformation on that.

CHAI RMAN CERQUEI RA:  Rut h.

M5. McBURNEY: Getting back to Richard's
comments and the fact that license information is on
ADAMS, in our state once we send out our security
advi sories to our major |licensees, we had sone calls

fromone of the maj or manufacturers thereinthe state
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who was concerned that the |location of their
radi oacti ve materi al was avail abl e under open records.

We don't have t hat sane i nformati on on our
Wb site, but | did assure himthat we are | ooki ng at
whoever. We take the nanmes and so forth of peopl e who
cone in to look at files and have been a little nore
aware of who's |ooking at what in that case.

CHAI RVAN CERQUEI RA:  Ri chard.

DR. VETTER Cathy, | wanted to al so t hank
you for being here. This has been very, very
enlightening. You said you didn't have nuch to offer
hospitals relative to vulnerabilities, but of course,
the obvious one is the room exists; the storage
facilities exist. Hopefully they've all got the door
| ocked.

But we're from especiallyinthe hospital
environnent, froma val ue systemthat we find it very
difficult tothinklikeaterrorist, andsoif in your
studies of this issue, if you have cone up wth
vulnerabilities that could, in fact, be applied to a
hospital environment, | think it would be really
worthwhile to share that with us.

M5. HANEY: And | think that's the |ong-
termintent that we woul d be doing that. Qoviously if

we had reason to believe that there was a threat

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

341

agai nst a hospital, we would make the hospital aware
of it, and it would not be a del ay, you know, factor.

What our tendency has been, we have the
routine review of the intelligence traffic, and if a
facility by name were to cone across or even by
category, we would notify that category.

But beyond that, you're right. As we
identify vulnerabilities at different sites, there are
some itens that are common to the hospital setting,
and we woul d certainly share that with you.

And what we are | ooking at al so i s going
beyond. (Obviously our focus is the radi ati on aspect
of the material, but at some of our sites, there are
certain chem cal hazards that NRC does get into the
oversight wth because it 1is inherent to the
processing of the radioactive nmaterial.

So we are | ooki ng even broader than just
t he radioactive material aspect.

CHAI RVAN CERQUEI RA: O her questions for
Cat hy?

If not, I1'd like to thank her for com ng
back to the ACMU .

MS. HANEY: You're welcone. It's always
a delight. 1 like com ng back here.

DR. DI AMOND: W mi ss you.
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M5. HANEY: | mss you guys, too. I
really -- and | wanted to cone to the Conm ssion
nmeeting yesterday. | had it on ny calendar, and I

couldn't get down there. So | felt better because
thought I'd get to come down and say hi today. So
"Il see you all when you come back

DR. DI AMOND: Maybe we can get you back
for the next round of rul emaking.

M5. HANEY: | don't know.

(Laughter.)

MS. HANEY: |Is that what | want? You need

me back? Okay. Well, they'll just transfer ne down
t he hal lway. Actually all | amis around the hal | way.
So they'll send nme back around. So whatever | can do,

pl ease |l et me know, and take care.

CHAI RVAN CERQUEI RA:  Agai n, thank you.

We have several items on the agenda.
Peopl e wanted to try to end by three o' clock. So we
may try to keep sone of these brief rather than in
detail, but obviously if there's need for discussion
we'll do so.

John, do you want to update us on the new
| VB devi ces?

MR HICKEY: Yes. | will be brief.

First of all, |1 want to say that in

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

343

| i censi ng and provi di ng gui dance on | VB, intravascul ar
brachyt herapy devices, the Commttee has provided
i nval uabl e advi ce and suggesti ons, and our approach
has refl ected that advice, and we think it has held up
very well.

A coupl e of areas, for exanple, was i n one
of the questions was use of the procedures in ways
that were not specifically reviewed by FDA when FDA
grant ed approval of the devices.

Anot her exanple is the physical presence
i ssue and who shoul d be physically present during the
procedure. We think the approach we've used has held
up well. W' ve gotten sone questions clarifying, you
know, do you really mean an authorized user is
actual Iy supervising the use of the material, and we
woul d say, yes, we really do nmean that.

But we t hi nk t he approach has held up very
well and will continue to hold up for things that may
cone inthe future. 1 don't think we're going to have
to come back to the Conm ttee for sone things that we,
you know, didn't anticipate in these initial
appr oaches, al though, you know, you never know what we
may need to come back to the Conmittee for

As far as future devices, there are a

couple it's our understanding are in trials, but we
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don't think they will raise new issues. They stil
will use solid mterial is ny understanding. It m ght
be a coded (phonetic) source rather than a seal ed
source, but the technology I don't think will pose any
new i ssues t hat we haven't di scussed, but if they do,
we can cone back to the committee.

There has been talk of -- | shouldn't say
just talk. There have been proposal s and prototypes
of liquids and gas, but | think those are farther
away, i s our sense, but that is always a possibility.
| don't think they will raise issues that aren't
covered by the existing guidance and positions we've
t aken.

So that's basically a summary. | think so
far we have a success story on |VB.

CHAI RVAN CERQUEI RA:  We have a nunber of
approved devi ces. How nmany new devi ces are currently
under FDA revi ew?

MR.  HI CKEY: Wll, one is a coded
material, but it's still basically a seal ed source.
Anot her is a high dose rate type source that coul d be
used in large vessels, using a seal ed source.

There have been other discussions of
i quids and gas, but | think a |ot of those have been

dropped, but there may be other ones out there that
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"' mjust not aware of because they're farther down the
road. They're farther on the way.

DR. DIAMOND: | was just going to clarify
the point. Oneis awre foil which is radioactive.
So a ki nd of variation on the theme of a solid source.

The second one i s an extant source design
in which the delivery systemis nodified in a very
clever way so as to change the depth dose
characteristics. That's the onethat's addressingthe
| ar ger vessels.

DR. NAG 1'd be interested in that. |
woul d |'i ke to just make a coupl e of comrents, if | can
have the |ine.

Now, I t hi nk when i ntravascul ar
brachytherapy came in, it was but in a separate
techni cal energing technol ogy because brachyt herapy
was used as a basis for intervention in devel opi ng for
cancer and required di fferent consideration, and t hey
used different technol ogy.

But | think we have to reexam ne those
I ssues because it's true that brachytherapy is
normally wused for treatnent of cancer, but
brachyt herapy has been used for many vyears for
prevention of non- cancer things |ike halite

(phonetic), iridium and they have the sane radi ati on
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safety requirenment as that for cancer brachytherapy.

So, you know, the first argunment about
pl acing brachytherapy in a separate category, you
know, doesn't hol d.

Through the nedical consideration for
i nterventi onal brachytherapy is different from
brachyt herapy at other sites, but here are nedica
consi derations at individual sites, |like brain. Wen
we started doing brain, we had entirely different
consi derati ons. Wien we went to prostate, we had
different considerations. Eye had different
consi derations, and t he speci alists fromthese vari ous
sites worked in conjunction with the authorized user
to inplant radioactive source at these sites.

So how is that different from a
cardi ol ogist working in a vessel, working with an
aut horized user? |If the radiation safety issues in
i nterventional brachytherapy are different fromthe
regul ar brachyt herapy for cancer, the same regul ati on
shoul d apply. So why have a separate category for
i nterventional brachytherapy and a separate energing
under 1, 0007?

The other thing is interventional
brachyt herapy uses separate technology from cancer

brachyt her apy. Again, that's not true because for
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each type of interventional brachytherapy you have in
conventional brachytherapy and will give you sone
exanpl es.

And the radiation safety issues --

CHAI RMAN CERQUEI RA:  Subi r, again, | don't
nmean to -- this was sort of added to the agenda, and

just for the sake of time --

DR. NAG | just have ny recomendati on
for that.

CHAI RVAN CERQUEI RA:  Ckay.

DR. NAG And therefore, | think -- but
these are inportant -- my reconmendation is to

el imnate the special consideration of intravascul ar
brachyt herapy as an emerging technol ogy and pl ace
equal l'y i nterventional brachyt her apy in t he
correspondi ng brachyt herapy category, and all the
radi ati on saf ety regul atory requi renents as needed f or
ot her brachytherapy procedures should apply for
i nterventional brachytherapy and that will give you
t hese exanpl es.

Under t he gui delines you have renote HDR
the Cordis, the same as your manual iridium Novoste
is the sane as your strontium eye brachytherapy. A
new | i qui d Radi ance i s the sane as your gliacyte which

i's being used for brain tunors.
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And the other thing is many of these new
t echnol ogi es t hat are bei ng devel oped for
brachytherapy for interventional brachytherapy is
al so bei ng applied for cancer brachytherapy, |ike the
bet a HDR devel opnent gui dance i s being nmultiplied and
used for intralum nal HDR for biliary and esophagus.
The check devel oped for interventional brachytherapy
has been used for bronchial radiation.

So it doesn't nake any sense to have a
different regulatory guideline for interventional
brachyt herapy when you are using the sane equi pnent
and the sane category for brachytherapy el sewhere.

And again, you are having an uni ntended
consequence when you substitute the "or" or the "and"
because now you can have i nterventional brachytherapy
per formed by t he cardi ol ogi st with t he aut hori zed user
or the physicist.

So basically what you did is that it
required a signature of your user wthout their
i nvol venent in nmany cases, and therefore, you can
potentially conpronise radiation safety.

| don't want to go into all the details,
but you can have sinmlar exanples at alnost every
site, and | believe this issue has to be reexam ned.

CHAIl RVAN CERQUEI RA:  Well, | guess in a
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sense by putting it into the emerging category was to
sort of delay it, and | think we're getting to the
poi nt where some of these things are out there and,
you know, as we know, there is a |lot of work going on
between the intravascular -- the people doing
i ntravascul ar brachyt herapy, the oncol ogi sts and the
car di ol ogi sts.

You know, again, I'mnot surethat thisis
atime for us to take action on this, you know. The
rules, we had a | ot of discussion and put it into the
1, 000 category. | think the Conmm ssion recognizes
that there are i ssues related to, you know, safety as
well as who's doing it, and | think the fact that
t hey' ve appoi nted an interventional cardiologist to
the Committee sort of recognizes that, and | think
there's preparation to do this.

DR NAG Right, but the thing is if
you're having a different rule and you are using the
same brachytherapy for interventional and you have a
separate rule when you're wusing it for other
brachyt herapy, that doesn't nake sense. It has to
follow z

CHAI RVAN CERQUEI RA:  Jeff?

DR. WLLIAVMSON: Well, | actually think

that there's a contradiction in what you' re present.
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To argue that the Novoste and the Cordis system be
treated as nmanual brachytherapy sources, as you do,
and actually reduce the regulatory burden because
there is no NRCrequirenent that either a physicist or
physi ci an be present when t he sources are put intothe
patient.

So you know, there certainly are standards
of practice inradiationoncol ogy that are i ndependent
of what NRC says. But if the best Cordis systemwere
treated strictly as manual brachyt herapy, there woul d
be no requi rement of physical presence whatsoever in
t he operating room So now there is.

So you know, to say, you know, your two

W shes are inconsistent -- to say there should be an

and," physicist and authorized user and should be
treated as a 3400 is a contradiction

DR. NAG Then you're going out for the
HDR. For HDR you have the N, and in an HDR
application, then you need both. You need an HD --
for HDR application for cancer, you need t he physi ci st
and the authorized user, but when you have an HDR
i nterventional brachytherapy, you don't need both.
DR. WLLIAVSON: But that's not what you

said. You said that the Cordis should be treated as

a 35-400.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

351
DR. NAG No.

CHAI RVAN CERQUEI RA: | woul d ki nd of | eave
it up tothe Conmttee. Do you want to continue the
di scussion? | nean this was sort of an added itemto
t he agenda. We agreed that because of flights we
would try to basically get out of here in the next 20
m nut es.

You know, | think this is a legitimte
guestion that needs to be addressed. | think the
Conm ttee and the Conm ssioners --

DR. NAG This is what | wanted to bring
f orward.

CHAI RVAN CERQUEI RA: -- have mmde a
process in place and | think will cone to it.

Davi d?

DR. DI AMOND: Yeah, | don't think we need
to discuss this further right now | would convey to
the Comm ttee, however, a sense that VBT or vascul ar
brachytherapy really heretofore has been a success
story.

| f you go back now two and three years
when this first canme out, if you renmenber the
di scussi ons we had about real horror stories about
peopl e using thi s inappropriately, off |abel, it going

crazy, people getting hurt, public fears.
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I think that we really need to
congratul ate ourselves once in a while and say, you
know, we kept a handle on this for a while, and then
starting about a year ago, we said things |ook Iike
they' re going well. People are practicing good, safe
medi ci ne. W took sone of the brakes off. W said,
"Don't be too overly prescriptivewthrespect to off-
| abel wuse.”

Since that's gone t hrough to my know edge,
as one of the | argest operators of this technology in
t he country, people have continuedto useit with very
good, judicious intent. Dr. Triparenini is probably
even a nore hi gher volune user than |, and he woul d,
| woul d hope, share the sane feelings.

People really have with this nmultiple
di sci plinary approach, really have been very, very
good at protecting the public and preventing bad
t hi ngs fromhappening. So once in a while we do need
to give ourselves a little pat on the back

CHAI RMVAN CERQUEI RA: | think we deserve it
after yesterday and t oday' s di scussi ons on our failure
with certain guidelines.

Wll, this is very informative, and
obviously this issuewll come back, and | think we'll

definitely get it on the agenda.
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Thank you, Subir.
We should nove along on the agenda, |
guess. Joe DeCicco on the m xed doses.

MR. DeCl CCO. Both sides sol can renenber

who | am

This is going to be very brief. | don't
even have a presentation per se. | don't have any
slides or anything because all | wanted to do was

update you and let you know that we're stil
di scussi ng and wor ki ng on m xed dose, the m xed dose
i ssue.

And i n your handout there is just a brief
summary of how we've addressed the issue since the
| ast nmeeting, as a matter of fact, in Cctober.

What we have done is taken the existing
regul ati ons and ki nd of | ooked at it with a fresh eye
and maybe redefined t he box that we're supposed to be
thinking in and used the footnote in the weighting
factor table in Part 20 that basically allows the
agency to use other weighting factors ot her than one
for external dose.

So that with weither a case-by-case
eval uation or guidance that would be issued by the
agency, sonme other nethod other than deep dose

equi val ent coul d be used for determ ning t he external
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exposure.

In your package you have a regul atory
I ssues sunmary, and a regulatory issues sunmary is
simlar to an information notice that you m ght be
nore fam liar with, but the regul atory i ssues sumary
focuses on a regulation and either a different
interpretation that has been done in the past or to
allowfor anewinterpretation of a policy position or
a relief in burden.

And | think the regul atory i ssues sumary
t hat you have in your package kind of addresses the
i ssue for fluoroscopy when using a protective apron.

The regul atory issues summary has been
distributed to the state regulatory agencies for
comment. It was issued to the states on January 24t h,
and they were given 45 days for comment.

It i s pre-decisional, whichneansit's not
out there for everybody, but the regul atory agencies
can | ook at it and address any conments to either ne
or to the agency at the Wb site that the states have
access to.

And t he coment period for this regulatory
i ssues summary draft is March 14th. Hopefully by the
end of March or very close to that date, we should

have this regul atory i ssues sunmary i ssued and out to
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| i censees so that they can use this guidance that
addresses the i ssue of that m xed exposure when using
fl uoroscopy and the | ead apron and al so bei ng exposed
to NRC |icensed sources.

So that's about it. That's all | wanted
to do is nake you aware of. |f you have any comments,
pl ease provide themto ne or any ot her nethod that you
say.

Yes, sir.

CHAI RVAN CERQUEI RA:  Ri chard.

DR. VETTER. So howis the license -- if
an interventional cardiologist isinvolvedinfluoro,
of course, like in nost of the exposure there and
doing I'VB, how is the licensee to distinguish what
exposure cane fromt he brachyt her apy source versus t he
X-ray source?

MR, DeCl CCO That's a very difficult
technical issue, and it's not addressed in the
regul atory issues sunmary per se because we didn't
want to try to address all of the issues.

However, the staff has actually | ooked at
that i ssue, and | don't want to state too nuch because
| don't state policy, but froma technical point of
view, the evaluation done when evaluating the X-ray

exposure is probably as close to the true dose than
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any other method used, and | think that particular
issue will be addressed after this RIS cones out
because that's a nmuch smal | er conmuni ty t han, say, the
fl uoroscopi st al so doi ng nucl ear nedi ci ne.

There's probably fewer physicians doing
both I'VB and fluoroscopy as opposed to physicians
being exposed to both source and non-source at
separate tines.

DR. VETTER: kay. | understand that, and
t hat does nmke sense. | mean, for the nuclear
cardi ol ogi st who's al so doing intervention, you can
have two badges and you can sort it out easily.

CHAl RVAN CERQUEI RA:  That easy, but for
t he | VB.

Ral ph?

MR. LI ETO Boy, |'ve got a nunber of
things. One, | think this type of guidance affects
basically alnbst totally medical users, and | think
that something like this, which | want to say | think
it's a very good docunent; | applaud the sumary
i nformati on and so forth.

|"ve got just a couple of comments on it
nyself, but | think the point that was brought up
about addressing the situation of the person who has

| i ke the cardiologist or the radiologist who does
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nucl ear medicine and a lot of fluoroscopy |I really
t hink has to be addressed in this.

| think to take it at one tinme and then
cone back later and revisit it | really think is sort
of a disserviceto this docunent. | really think that
there's areal need for this, and | think the gui dance
that a |l ot of RSCs and nedi cal physicists that sort of
struggle with this is out there.

You know, one thing my be for
consideration is the fact that you don't have to badge
a worker who is not likely to get ten percent of the
dose |limt or you know that a cardiologist is not
likely to get ten percent of his dose from
i ntravascul ar brachytherapy. Infact, you coul d al nost
say that with certainty.

And | can say also it's very likely that
a radi ol ogi st who does fluoroscopy is not likely to
exceed ten percent of his does from his nuclear
medicine activities. It's very hard to get exposed
from behind that alternator.

And so | would say that as mybe a
suggestion for gui dance inthis docunment is that using
t hi s gui dance and assigning doses for external and
internal for NRC |icensees would be applicable to

t hose situations where the | i censee can docunment t hat
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it is very unlikely, that it's not likely that the
worker is going to exceed ten percent from his
i censed NRC activities.

And | guess | had one question. Your Item
No. 4 on page 3, you said that any al ternative net hod
that is wused incorporating the |icense mnust be
incorporatedinthelicensee' s procedures and program

It alnpst nmakes it sound like it's a
| i cense condition. Do you understand where |' mkind
of going with this? And that it has to be instituted
prior to the exposure for which an alternative nethod
has been applied, and I'mjust trying to understand
why that went in there.

MR. DeCICCO Yeah. Not to go into too
much detail because of time and since it was pre-
decisional, | think what we were trying to avoid is
this is going to be a prospective application of the
accepted -- the guidance. W didn't want people to go
back to previ ous exposure or past years and say, "Oh,
wel |, that exposure really wasn't that. Now we can
reevaluate it."

W di dn't want peopl e to go back. W just
want this to be a prospective.

It being a requirement to be docunented,

that was put in there primarily to avoid people
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fl opping fromone procedure to another to fit their
needs. W wanted it to be a prospective application,
and therefore, you use that application as | ong as you
feel that that's appropriate prospectively.

You don't say, "Oh, well, let ne
reevaluate this after the fact.” And that's why that
particul ar phrase was put in there.

MR, LIETG  Ckay.

MR DeCICCO It was to avoid that flip-
fl oppi ng or going back to previ ous exposure.

MR. LIETO kay. | thought that was ki nd
of handl ed in nunber five already, and | just --

MR. DeCl CCO Maybe it was; maybe it was.
Okay. We'll take a |look at that. Thank you.

CHAI RMAN CERQUEI RA:  So, Ral ph, how do you
suggest we go? | nean, so this is basically a draft
form and has it gone out to any of the stakehol ders?

MR DeCl CCO It's gone out to state
regul at ory agenci es for their comrent, and t he comrent
period is up until March 14th, and then we'll --

CHAI RVAN CERQUEI RA: But what about -- |
nmean, has a cardi ol ogi st had a chance to | ook at this
to give you sone feedback?

MR DeCl CCO Not |icensees, not non-

regul atory agenci es because it's a pre-decisional.
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CHAl RVAN CERQUEI RA:  Ri ght.

MR. DeCl CCO.  Pre-deci sional

CHAl RVAN  CERQUEI RA: Wuld it be
worthwhile getting their input as well as, you know,
t he heal th physicist community?

MR, LIETCG | was just going to say |
think it would be interesting to see what, you know,
| i ke the Health Physics Society mght have to say
about this or, you know, have sone i nput fromsone of
the scientific groups, but I'"mnot quite sure. Wen
you say it's pre-decisional, | don't knowif there's
some type of restriction in the distribution of the
information from a | don't want to say security
standpoi nt, but --

MR. DeClICCO Well, it's not security, but
it's a matter of procedure.

MR LIETO Kkay.

MR. BROWN: Yeah, this is Fred Brown.

Thi s docunent was shared with you for your
comments as professionals in the field, as contract
enpl oyees of the NRC, and we woul d appreciate your
i nput, and hopefully it will serve as the type of
i nput that you've proposed, but the Admi nistrative
process for this docunment and the tine frame for it

basically restrict us to sharing it with you at this
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poi nt, and we hope to have it out soon.

DR. VETTER So how do we get our conments
back to you?

CHAI RVAN CERQUEI RA:  Back to you, yes.

MR BROM: Ei ther through Angela or
directly by E-mail.

CHAI RMVAN CERQUEI RA:  And what tine |ine do
we have on getting the comments back?

MR. DeClCCO Well, the cormment periodis
officially open until Mrch 14th, and until it's
signed, you know, |'Il take comments up until | can
get the final version.

CHAl RVAN CERQUEI RA:  Yeah, | gather it's
a situation where we're -- this sort of has an i npact
on certainly the users, the stakehol ders being the
medi cal community, and it woul d have been good to have
gotten this ahead of tine.

So | think all of the people that are
basically representing sone of these regulated
conmuni ti es should give input.

And can we get specific information where
to send the input? How do we contact --

MR. DeCICCO On the | ast page of the RIS
which is the next to the | ast page of the docunent, is

ny E-mai | address, ny phone nunber, where you can send
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conment s.

CHAI RVAN CERQUEI RA:  Ckay.

MR DeCICCO O to Angel a.

CHAI RVAN CERQUEI RA:  Ckay. All right. Do
we need any foll owup on this?

| mean we should get -- Ral ph, don't you
t hi nk we shoul d get sone followup as to howthis is
going to eventually cone out?

MR LIETO | thinkit would definitely be
wel comed, especially by the Conmttee, andthereis --
yeah.

CHAI RVAN CERQUEI RA:  So shoul d we nake it
an action itemthat, you know, at the next neeting we
get some followup either from Joe or fromthe NRC
staff as to what's happened with this and sone tine
line of when it's going to be inplenmented as wel | ?

Ckay. Vel l, thank you very nuch, and
we'll -- yes?

MR. LIETO Joe, istherelikeatinmeline
that you guys are under in terns of having this al
conplete? | nean, it sounds |ike there m ght be sone
deadl i ne.

MR. DeCICCO Right nowny tinelineisto
try to get this thing signed out sone time around t he

end of March, the beginning of April, and that was
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basi cal | y a Conmi ssi on request on gettingthisissued.

MR. BROMN: Once it's issued, it will be
in effect, and it should reflect the discussion that
we had at the last nmeeting with you about how this
i ssue shoul d be handl ed.

So al though you haven't seen the draft,
when you | ook at it, it should reflect your coments
to ne.

MR. DeCl CCO. Yeah, | don't think you're
going to see any surprises. It's just a matter of
putting officially in black and white gui dance that
the Agency will -- guidance that is put out by the
Agency for the licensees.

W didn't recreate the wheel. W just
ki nd of | ooked at the wheel a different way.

M5. McBURNEY: | would note that we have
adopted the simlar rules to the suggested state
regul ations, andit's working well. W' ve had themin
pl ace for several years.

MR. LIETO The only area | foresee i ssues
are in non-agreenment states --

M5. McBURNEY: Right.

MR. LI ETO -- that may not be as
progressive as the State of Texas.

V5. McBURNEY: | under st and.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

364
CHAI RMAN CERQUEI RA:  Ckay. Thank you very

much.

MR. DeCl CCO. Thank you.

CHAI RMAN CERQUEI RA: W shoul d nove al ong
here, and if we just basically skip down on page 2 of
t he agenda, | think we've covered the first two itens
that we were supposed to cover age the break.

The ACMJI vacanci es, there's a sheet that
was di stributed by Angela to the Cormittee, and we're
actually in fairly good shape i n the sense that we' ve
got two appointees, and it says, you know, 2001, and
yet we're into 2002 and we still don't have those
peopl e on board.

And | think, John, the feeling of the
di scussion we had earlier is that the sooner we get
t hese people on board, the better.

MR HI CKEY: Yeah, we agree.

CHAI RVAN CERQUEI RA:  And | guess j ust sort
of | ooki ng ahead, 2003 we have a whol e sl ew of people
who are eligiblefor reappoi ntment, and we shoul d, you
know, basically send requests to these people.

And | guess nowi s t he appoi nt nent made by
the NRC? Do we normal |y go back to the societies that
recormended these people? How are reappointnents

handl ed?
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MR. Hi ckey: No, the reappointnments can be
handled internally with the Commttee and the
Conmission if the appointees are still willing to
continue to serve.

CHAI RVAN CERQUEI RA:  So how soon can we
reappoi nt people so that we, in case sonebody deci des
not to continue on the Conmttee, we can --

MR. H CKEY: Well, late -- I'msorry.

CHAl RVAN CERQUEI RA:  No.

MR.  HI CKEY: Late in the cal endar year
prior to the appoi ntnment date, | think we would check
with the appointees and then <confirm their
reappoi ntnment early in that year

CHAI RVAN CERQUEI RA:  But when woul d t hey
go off on 2003? Wuld it be the fall of 2003 that
they go off?

MR, HI CKEY: Well, we didn't put nonths
here. W'd have to check on that, but | would say six
nont hs ahead of time would be plenty.

CHAI RVAN CERQUEI RA:  Well, | would say,
you know, if we know that people are com ng up, we
shoul d request if they want to conti nue, and t hen nmake
it available for themto be reappointed, and if they
say no, then | think we need to initiate the process.

MR HICKEY: Yes. Well, certainly if a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

366

menber knows they don't want to be reappointed, they
shoul d advise the Conm ssion staff imrediately. |
mean, you know, as soon as they --

CHAl RVAN CERQUEI RA: Wl |, they may not
actual ly know t he reappoi ntnent date. So |I'd nake a
recommendati on that, you know, we basically send out
|l etters to these five people. That's a huge chunk of
the Committee that basically goes of f on 2003, asking
themif they wish to, you know, be reappointed, in
whi ch case we can initiate the process, and that woul d
i dentify, you know, clearly identify peopl e who don't
pl an to cone back.

| s that a reasonabl e?

DR. NAG | think on the reappoi ntment the
problemis only if they don't want to be reappointed.
CHAI RVAN CERQUEI RA:  Ri ght .

DR. NAG Therefore, you need about one
year.

CHAI RVAN CERQUEI RA: At | east a year.

DR. NAG Now, if all of these people said
they wanted to be reappointed, there's no problem

CHAI RVAN CERQUEI RA:  Ri ght .

DR. NAG But if they are not, then there
is aproblem In fact, I'meven wondering. The ones

in 2004, if they are spring 2004, we should start
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t hi nki ng about them because there are one, two --
there are two peopl e who are going to be rotating off,
t hr ee.

CHAI RMVAN CERQUEI RA:  Yeah. No, | think
that's very, very true

So maybe what you're saying is the first
action itemis that the reappoi ntees for 2003 shoul d
be contacted regarding their desirability to conti nue
on the Commttee, and for the people who are going to
rotate off on 2004 we should initiate the process for
soliciting names and nom nations. Does that sound
li ke an action itemfromthe Committee?

DR NAG | think so

CHAI RVAN CERQUEI RA:  Ral ph?

MR LIETG | thinkit's just a consensus
to the staff and go fromthere.

CHAI RVAN CERQUEI RA:  Yeah.

DR WLLIAMSON: | think so.

MR. LIETO It's sonething you' ve al ready
got in the hopper anyhow, | imagine.

MR. HI CKEY: That's fine. It just seens
tome it's alittle early nowto solicit appointees
for 2004. | would have to |look at how long it has
taken in the past.

CHAI RVAN CERQUEI RA:  Ri ght .
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MR. HI CKEY: | think you' re going to find

this cardiol ogy positionis goingtobefilled wthin
about three or four nonths of the Commi ssion stating
t hat they wanted soneone appoi nt ed.

CHAI RVAN CERQUEI RA:  No, no. Well, that's
good, and that's -- but, again, we've kind of -- |
think the Cormittee has been pushing to try to get
this done, and so does anybody object to requesting
that the NRC staff take those actions?

PARTICI PANT: It's a good idea.

CHAI RVAN  CERQUEI RA: Sounds i ke
reasonabl e to do.

Okay. So maybe we coul d have that as a
followup itemfor the next Commttee neeting.

Okay. So that sort of takes care of the
vacanci es and reappointnments and people who rotate
off. | just have to hold onto 2004, right?

And then followup discussion, ACMIJ
recommendati ons regarding interpretation of 10 CFR
35.57. John?

MR. HI CKEY: W' ve already been through
that. W don't have to have anynore di scussion on
t hat .

CHAI RVAN CERQUEI RA:  That's right. Okay.

Meeting summary. Oops. We goofed upon
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t he RSGs and t he aut hori zed nedi cal physicist, and we
need to take action fairly quickly to try to renedy
that. | think that's clearly the one thing that's
cone out of these two days. | think we've identified
a subconmttee to deal with it.

And Ri chard and I wi | | cont act
Conmi ssi oner Meserve to sort of see what acti on we can
get on it.

M5. WLLIAMSON: WII the subcommittee
nmenbers then just be contacted by E-mail ?

CHAI RMVAN CERQUEI RA: | think that woul d be
the best way to do it, and Angela can provide the
support, but once you get sort of a group nmailing for
the Cormittee, | think it woul d be reasonabl e to, you
know, do whatever you feel is appropriate and, you
know, perhaps copy me and John and Angela on the E-
mails woul d be the best way to go forward on this.

Next meeting. We traditionally have been
meeting twi ce unl ess there were | i ke urgent needs. W
neet in the sort of, you know, late winter, early
spring and then in the fall. So the next neeting
woul d probably be sone time in October or Novenber.

Does anybody feel we need to neet any
sooner ?

We have a | ot of unresol ved i ssues. You
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know, we still don't knowif Part 35 revisionis going
to be signedintolaw. If it is signedintolaw then
we still have to deal with all of the issues rel ated
to the RSCs and the authorized nmedi cal physicist and
t he radi ati on oncol ogi st.

M5. HOBSON: How will we handle the
recormendations of the subcommittee on the new
rul emaki ng?

CHAI RVAN CERQUEIRA: | think it will be
distributed to the Conmttee nenbers by E-mail to get
their input.

Can we have -- now, is the Conmttee
allowed to have conference calls and what are the
rules for that?

MR. HI CKEY: Yes. | would suggest, given
where we are, that we would plan on handling sone
things by conference call or E-mail, in sone cases
hard copy express mail if it's not anenable to E-mail,
and then if you could plan on having the fall neeting
as a whol e.

It may be appropriate to have a
subconmi ttee neeting or you were suggesting you nay
nmeet with the Chairman or a subgroup could --

CHAI RVAN CERQUEI RA:  Wel |, at | east have

a di scussi on.
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MR MYERS: -- work with the Chai rman or

call, have a telecon. with the Chairman

CHAI RVAN CERQUEI RA:  Yeah, | think that
woul d be preferable.

MR. HICKEY: | think the fact that thisis
going to be done in bits and pieces, it will be nore
effective and, in fact, will have to be done to a
| arge degree by E-mail and tel ephones anyway because
you can only do so nuch in a two day neeting anyway.

CHAI RVAN CERQUEI RA: Right. Now, interns
of telephone conference <calls, what are the
requi rements? | mean, do they have to be public? Can
they just be the -- since it is not the whole
Conmittee but a subcommttee, do we need to have
notice? Do we need to nmake it open?

MR. HI CKEY: As far as | know, if it's not

the whole commttee, it does not need to be public.

| could check that with the -- there's not tine to do
it right now, but | could check that wth the
at t or ney.

CHAI RVAN CERQUEIRA: | think it would be
i mportant to get that because a |ot can be done on
conference calls, and you know, we have no problens
with it being open, but | just want to make certain

that if that's a requirenent that we allow that to
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happen.

Ri chard?

DR. VETTER | woul dn't guess that would
be a probl em because the subconmttee will sinply be
wor ki ng up a reconmendati on.

CHAI RVAN CERQUEI RA:  Ri ght .

DR. VETTER W can't take any action.
We'll sinply be witing a reconmendati on.

M5. McBURNEY: Right.

DR. NAG I woul d suggest that nost of
what | hear |ike we would set a date or a tentative
date when we are not avail able and when we nmay be
avail able. O herw se sonebody --

MR. HI CKEY: Yeah, ny recollection is
there are certain weeks in Novenber that are bad
because of conferences.

CHAI RVAN  CERQUEI RA: The cardi ol ogy
neeting, yes.

DR. DI AMOND: And in October is our
soci ety meeti ng.

MR. HI CKEY: Yeah, there's certain weeks
that we need to bl ock out.

DR. WLLIAVSON:. May we need to avoid.

CHAI RVAN CERQUEI RA: That's the end of

Novenber usually.
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DR WLLI AMSON: And ASTRO us usually

what, end of October?

DR. NAG Ckay.

M5. McBURNEY:  Cct ober.

DR. NAG The ASTROi s Cctober 6th t hrough
10.

IVB. Mc BURNEY: There's also the
Organi zati on of Agreenment States, which will probably
take not only me, but also several of the NRC staff.

DR. NAG The RSNA, the first week of
Decenber . So sonme tine in |late October or early
Novenber is a possibility.

MR. HICKEY: | think we found in the past
| ate Cctober or early Novenber is the w ndow of
opportunity.

CHAI RVAN CERQUEI RA:  Ri ght.

M5. McBURNEY: Right, Hall oween.

CHAI RVAN CERQUEI RA: Wl |, what about the
| ast week of October?

And what days of the week usually work
best for us, John?

And we're not going to neet with the
Commi ssioners thistine. Soit's just a matter of --

DR. DIAMOND: |If we do a one day neeti ng,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

374

we had a successful go-round last tinme by holding it
on a Monday, if | recall.

M5. McBURNEY: That was great.

CHAl RVAN CERQUEI RA: So you want to go
for --

MR,  HI CKEY: That's nore up to the
Comm ttee. |f sonething goes wong over the weekend,
you know, there's always the possibility that you're
going to have a hard time starting up, but | know a
| ot of you |ike having the Monday neeti ngs.

M5. HOBSON: Except for the East fromthe
West Coast.

CHAI RVAN CERQUEI RA:  So Cctober 28th?

M5. HOBSON: That nmeans | have to travel
on Sunday.

MR HI CKEY: Talk to the Conmittee.

DR. NAG | nean, if we have it the first
week of Cctober, you know, mddle, the 14th, 21 or 28
Cctober. Cctober 28this also -- oh, no, that's fine.

CHAI RVAN CERQUEI RA:  Cct ober 28t h?

MR, HI CKEY: The 28th | ooks good, yeah.

M5. HOBSON: Yes.

CHAI RVAN CERQUEI RA: Al right. So
Cct ober 28t h.

VMR HI CKEY: So we would all have to
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travel on Sunday, NiKi.

DR NAG Right.

M5. HOBSON: Onh, these people that live
cl ose by, they just hop on a comuter.

MR. H CKEY: There's only one that |ives
t hat cl ose.

CHAl RVAN CERQUEI RA:  There's only one.

DR. WLLI AMSON: You don't think under the
ci rcunst ances of having the possibility of a newrule
we really should think internms of a day and a half or
two days? Al nobst always our neetings have been two
days if youviewit historically, and we've, generally
speaking, filled those two days. It's been hard to
get through the agenda.

DR NAG Yeah, the thing is if you're
having it one day with all of the new requirenents,
nost of us have to | eave by three or 3:30 anyway. You
know, that way you're ending up with three quarters of
a day. So you might as well make it for one and a
hal f days.

CHAI RVAN CERQUEI RA:  The 28th and 29t h?

DR. WLLI AMSON: Yeah, a conprom se m ght
be to do it Monday afternoon and all day Tuesday so
t hat then we have --

DR, NAG Yeah, but then you |ose the
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whol e Mnday norning because no one flies that
nor ni ng.

DR. WLLI AMSON: Sone people could fly in
i n the norning.

DR. NAG Then ot her people haveto fly in
t he previous night.

DR WLLI AMSON: Yeah, that's right.

CHAI RMVAN CERQUEI RA: | think Monday and
hal f a day Tuesday is --

PARTI Cl PANTS:  Yes.

MR. LIETO | don't know if you want an
action item

MR HICKEY: We will reservethis roomall
day Monday and Tuesday and schedul e the neeting. |If,
upon cl oser, you know, to the tine to the neeting it
becones apparent t hat the agenda doesn't support that,
it can al ways be reduced, but I know you all want to
bl ock your cal endars.

CHAI RVAN CERQUEI RA: | think we shoul d,
you know, Mbnday and half a day Tuesday.

M5. WAGNER SCHWARZ:  Yes.

CHAI RVAN CERQUEI RA:  The ot her thing we
need to tal k about is just getting the agenda for the
Comm ttee neeting, you know. This tinme we had the

briefing with the Comm ssioners, and that got done on
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afairly late basis. | wouldreally like to get, you
know, to get the agenda so that we're here doing
sonmething that's, you know, dealing with i ssues that
are comng up and trying to get as nuch background
material out to the Committee ahead of tine as
possi bl e so that, you know, our tine is better spent
her e.

MR HCKEY: W will do a better job of
getting you the background materi al .

CHAI RVAN CERQUEI RA:  Yeah.

MR. HI CKEY: And we'll work together to
have a good agenda, but part of that depends on what
you propose and how nmany nenbers are interested in a
gi ven topic.

CHAl RVAN CERQUEI RA: |'d say that by
Sept enber 15th, which is about a nonth and a half
before the Conmittee neeting, that we have a draft
agenda at |east together to identify the issues that
have come up

So sone of these informative things are
fairly nice, but if we have ot her pressing business,
| mean, we could make those briefer, get some of the
materi al out ahead of tine.

DR, W LLI AVSON: | woul d suggest, too,

that the staff be nore proactive in, you know,
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reviewing the activities of the agency and bringi ng
items forward to the agenda for us to consider, |ike
this group that's doing the national materials safety
exerci se.

You know, it so happened Ral ph was aware

of that, but the rest of us weren't and, you know, we

have limted insight into the operations of the
Conmi ssi on. So | think a lot of burden falls on
you --

MR HI CKEY: Yes.

DR. WLLIAMSON: -- to at least identify
for us the possibilities, issues to consider onthe --

MR. HI CKEY: Yes. W should have done a
better job on that. Frankly, we were distracted by
the legislation, throwng Part 35 out.

CHAI RVAN CERQUEI RA: So what was your
poi nt about the foll ow up?

M5. WAGNER SCHWARZ: On the regul atory
gui de, the guidance that's comng out, there are
neetings that are planned, and how about feedback?

MR LIETO | was just going to say the
same thing, that they' re going to have public neetings
in April, was it?

M5. WAGNER SCHWARZ: Yes, April 23rd and

f ourt h.
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MR LIETO And | don't knowif there's

going to be the need for us to get back together, not
maybe physically, but either via tel ephone or sone
other means to follow up on this --

MR HI CKEY: That's true.

MR LIETG -- maybe a couple of tines.

M5, WAGNER SCHWARZ:  Yes.

MR. LIETO So | guess maybe just an FYI
to be prepared, | guess, is the best thing | can
suggest right now.

M5. WAGNER SCHWARZ: It seems like it
m ght be a reasonable thing that at | east we tal k by
t el ephone.

DR WLLIAMSON: | think so.

MR. LI ETO I would imagine if the
publication of the rule is delayed, then the April
meeti ngs coul d get pushed back to May. Wuld that be
true?

MR. HI CKEY: | nmean, anyt hi ng coul d happen
i f publication of theruleis delayed. But we will do
a better job of comrunicating with you by E-nmail as to
what is going on and what's com ng up, and then you
can get a better feel of what your response shoul d be,
you know, how you want to participate in that.

M5. WAGNER SCHWARZ: | have one nore
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suggestion. Wat about agenda itens? Do you want to
give us a date now that you would |ike agenda itens
sent to you?

CHAl RVAN CERQUEI RA:  Yes.

M5. WAGNER SCHWARZ: So that we at | east
have it on the cal endar for --

CHAIl RMVAN CERQUEIRA: | said April. I'm
sorry. Septenber 15th, but let's see what day of the
week that is.

M5. WAGNER SCHWARZ: That's a Sunday.

CHAI RVAN CERQUEI RA: Vel l, how about
Fri day, Septenber 20th?

MR. LIETG A nonth?

CHAI RVAN CERQUEI RA:  Yeah. O do you want
to go for like Friday, the 13th?

MR,  HI CKEY: Wll, M. Chairnman, if |
could coment, | think we need a prelimnary call
earlier than that.

M5. WAGNER SCHWARZ:  Ckay.

MR. HI CKEY: Because once the agenda is
set, we prepare the background material to send out.
So we need nore tine to anticipate what the itens are
going to be and what material needs to be prepared.

CHAI RVAN CERQUEI RA:  Sept enmber 6th? So

Fri day, Septenber 6this the deadline for havingitens
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for the agenda submtted.

DR. VETTER: And will the staff be sending
us a letter?

CHAI RVAN CERQUEI RA: A rem nder.

DR VETTER  Soliciting that or --

MR.  HI CKEY: Yes. Yeah, we go to the
Chai rman and "cc" the other nenbers.

CHAI RMAN CERQUEI RA:  Yeah, and maybe send
t hat out --

MR. HI CKEY: And we may send you --

M5. WAGNER SCHWARZ: That coul d cone out
from Angel a even.

MR. H CKEY: W may send you nore t han one
note, you know. "Start thinking," you know, and t hen
the next note is "the deadline is."

DR. W LLIAVMSON: | think we have taken the
position already, haven't we at this neeting, that we
want to review the regulatory guide when the next
draft is available? And so there needs to be between
now and whenever that happens provision nmade to have
at least a virtual neeting over that.

CHAI RVAN  CERQUEI RA: Right, and we
actual |y had wanted to get sonme input intoit, but the
Committee is basically sittingidle. Well, not the --

t he working group for the states thing, which | guess
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DR. NAG Well, that's national materi al

DR. WLLI AVMSON: This is Volune 9 of 15.56
that |I'mtal ki ng about.

M5. McBURNEY: Right.

CHAl RVAN  CERQUEI RA: That's a nore
i mredi ate need, right?

DR. W LLI AMSON: W' ve taken the position
that we want to be involved. It's not an "if." |'m
responding to John. | think that's already taken care
of. So we need to get a copy of that as soon as is
possi bl e, and then arrangenents nade to have a forum
for consolidating a review

And | would think that at Ileast a
conference call anpobng interested parties would be
Wi se.

DR NAG | only want to rem nd the staff
to make a list of all of these action itens that we
cane up wth.

MR HI CKEY: Yes.

DR. NAG Even though you may not have
their solution, at |east send what the action itens
are so that we will renenber.

MR H CKEY: Yes, we will do that.

CHAI RVAN CERQUEI RA: And | think that
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shoul d go out as soon as we get it to people so people
have an i dea to see what was on the -- you know, what
was di scussed and what needs to be done.

DR. NAG Yeah. That would al so be
sonmething |'i ke a rem nder of sone of the things we may
have to do with our societies.

CHAI RVAN CERQUEI RA:  Right, right.

M5. WAGNER SCHWARZ: So minutes of the
nmeeting, is that kind of what you're thinking?

DR. NAG Not the whole m nutes. That
becones too | ong.

M5. WAGNER SCHWARZ: Ri ght.

DR. NAG \What are the action itens.

CHAI RVAN CERQUEI RA:  The actionitens, you
know, which could be pulled out, and clearly we
identified theminthe transcripts. Watever -- John,
what do you think is the best way to get that out?
They're not official mnutes. They're just sort of
action itens.

MR H CKEY: Well, | think we can E-nmail
it. Timhas been trying to, in addition to the whole
neeting being transcribed, Tim has been trying to
catch the action itens, and |I've got themhere, too.
So | think that --

CHAI RVAN CERQUEI RA:  And | think we all
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made a --

MR. HI CKEY: -- can be done as an advanced
E-mail that will bereflectedinthe official m nutes.

CHAI RMVAN CERQUEI RA: Good. Any ot her
busi ness?

(No response.)

CHAI RVAN CERQUEIRA: If not, I'd like to
thank the Conmmittee and the NRC support staff for
getting us out on tine and identifying all of the
i ssues we need to deal with.

Thank you.

(Whereupon, at 3:20 p.m, the Advisory

Conmittee neeting was concl uded.)
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